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#1)
Vibostolimab
)
pembrolizumab
VS.
Pembrolizumab
()
#2)
CARBOPLATI
N (7684A-007
STUDY)

BR-

009507513-

2209BRA0
06833

pneumonia [Pneumonia

(10035664)*]

Followup

2

CMUHI111-
RECI1-019

2022/9/16

Injection
(carboplatin)
#3)
PACLITAXEL
(7684A-007
STUDY)
Injection

(paclitaxel)
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06833

Followup

3

#1)
Vibostolimab
()
pembrolizumab
Vs.
Pembrolizumab
)
#2)
CARBOPLATI
N (7684A-007
STUDY)
Injection
(carboplatin)
#3)
PACLITAXEL
(7684A-007
STUDY)
Injection

(paclitaxel)

pneumonia [Pneumonia

(10035664)*]
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CMUH112-
RECI-196

2025/5/2

2282750

Followup

9

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

CRISIS SUPRARRENAL
- Severidad no reportada
[Adrenal crisis
(10001346)*]
Hyperosmolar non-ketotic
hyperglycemic state
[Hyperosmolar
hyperglycaemic state
(10076413)*]

2,3

CMUH112-
RECI1-196

2025/6/27

2302163

Initial

#1)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#2) MK-5684
Tablet
(opevesostat
tosylate)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

Adrenal insufficiency
[Adrenal insufficiency

(10001367)*]

2,3
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
CMUH112- Followup 004 STUDY) (10021018)*]

2025/4/25 | 2281867 Tablet
RECI1-196 6 Abscess (Cellulitis) Of

(dexamethasone
Skin [Cellulitis

) (10007882)*]
#3)

FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

hypokalemia
[Hypokalemia

(fludrocortisone)

#1)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#2) MK-5684 Adrenal insufficiency
CMUH112- Followup
2025/6/27 | 2302163 Tablet [Adrenal insufficiency
RECI1-196 1
(opevesostat (10001367)*]
tosylate)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)
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#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
2
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency
7. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 17 [Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural hematoma
004 STUDY)
(10055374)*]
Tablet
(dexamethasone
)
#1)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#2) MK-5684 Adrenal insufficiency
CMUH112- Followup
8. 2025/6/27 | 2302163 Tablet [Adrenal insufficiency 2,31 A
REC1-196 2
(opevesostat (10001367)*]
tosylate)
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT | Hyperosmolar non-ketotic
ISONE (5684- hyperglycemic state
004 STUDY) [Hyperosmolar
CMUH112- Followup
9. 2025/5/2 2282750 Tablet hyperglycaemic state 2,31 A
REC1-196 10
(fludrocortisone) (10076413)*]
#3) adrenal crisis [Adrenal
DEXAMETHA crisis (10001346)*]
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
hypokalemia
SONE (5684-
[Hypokalemia
004 STUDY)
CMUHI112- Followup (10021018)*]
10. 2025/4/25 | 2281867 Tablet 2,3 A
REC1-196 7 Abscess (Cellulitis) Of
(dexamethasone
) Skin [Cellulitis
(10007882)*]
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
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11.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3

114 # 08 * 20 p




TRFFAFEURFRAIGRELREF-FALR 4
~F- e ERLXGRERESEC R

B X AR |AFE
A FA P Y FRES A S5 [
g | H 25 | Wl o
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
hypokalemia
SONE (5684-
[Hypokalemia
004 STUDY)
CMUH112- Followup (10021018)*]
12. 2025/4/25 | 2281867 Tablet 2,3 A
RECI1-196 8 Abscess (Cellulitis) Of
(dexamethasone
) Skin [Cellulitis
(10007882)*]
#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency
13. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 18 [Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural hematoma
004 STUDY)
(10055374)*]
Tablet
(dexamethasone
)
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14.

CMUH112-
RECI-196

2025/4/25

2281867

Followup

9

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
Hydrochlorothia
zide
(Hydrochlorothi
azide) - MPID:
5347

hypokalemia
[Hypokalemia
(10021018)*]

Abscess (Cellulitis) Of

Skin [Cellulitis
(10007882)*]

2,3
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15.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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16.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
2
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency
17. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 19 [Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural hematoma
004 STUDY)
(10055374)*]
Tablet
(dexamethasone
)
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18.

CMUH112-
RECI-196

2025/4/25

2281867

Followup

10

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
Hydrochlorothia
zide
(Hydrochlorothi
azide) - MPID:
5347

hypokalemia
[Hypokalemia
(10021018)*]

Abscess (Cellulitis) Of

Skin [Cellulitis
(10007882)*]

2,3
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19.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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20.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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21.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
2
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup Adrenal insufficiency
22. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 20 [Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#3)
intracranial subdural
DEXAMETHA
hematoma [Intracranial
SONE (5684-
subdural hematoma
004 STUDY)
(10055374)*]
Tablet
(dexamethasone
)
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23.

CMUH112-
RECI-196

2025/4/25

2281867

Followup

11

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#4)
Hydrochlorothia
zide
(Hydrochlorothi
azide) - MPID:
5347

hypokalemia
[Hypokalemia
(10021018)*]

Abscess (Cellulitis) Of

Skin [Cellulitis
(10007882)*]

2,3
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24.

CMUH112-
RECI-196

2025/6/27

2302163

Followup

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)

#4)
HYDROCORTI
SONE (5684-
004 STUDY)
Tablet

(hydrocortisone)

Adrenal insufficiency

[Adrenal insufficiency

(10001367)*]

2,3
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#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
2
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup intracranial subdural
25. 2025/4/18 | 2278904 Tablet L3 A
RECI1-196 21 hematoma [Intracranial
(fludrocortisone)
subdural hematoma
#3)
(10055374)*]
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
(10001367)*]
Tablet
(dexamethasone
)
#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY) Adrenal insufficiency
CMUH112- Followup
26. 2025/6/27 | 2302163 Tablet [Adrenal insufficiency | 2,3 | A
REC1-196 10
(fludrocortisone) (10001367)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
114 # 08 * 20 p % 564 |- £ 67 |
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#1) MK-5684
Tablet
(opevesostat
Pleural Effusion [Pleural
tosylate)
) effusion (10035598)*]
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Bilateral
SONE (5684-
PT- pleural effusion
004 STUDY)
CMUH112- 009507513-|Followup (10078037)*]
217. 2024/6/14 Tablet L3 A
REC1-196 2407PRT00 24 Acute tracheobronchitis
(dexamethasone
3842 ) [Acute tracheobronchitis
(10066672)*]
#3)
Type 1 respiratory
FLUDROCORT
insufficiency [Respiratory
ISONE (5684-
insufficiency (10038701)*]
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup intracranial subdural
28. 2025/4/18 | 2278904 Tablet L3 A
REC1-196 22 hematoma [Intracranial
(fludrocortisone)
subdural hematoma
#3)
(10055374)*]
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
(10001367)*]
Tablet
(dexamethasone
)
114 # 08 * 20 p % 65 F - £ 67 |
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#1) MK-5684
Tablet
(opevesostat
Pleural Effusion [Pleural
tosylate)
) effusion (10035598)*]
BILATERAL PLEURAL
DEXAMETHA
EFFUSION [Bilateral
SONE (5684-
PT- pleural effusion
004 STUDY)
CMUH112- 009507513-|Followup (10078037)*]
29. 2024/6/14 Tablet L3 A
RECI1-196 2407PRT00 25 Acute tracheobronchitis
(dexamethasone
3842 ) [Acute tracheobronchitis
(10066672)*]
#3)
Type 1 respiratory
FLUDROCORT
insufficiency [Respiratory
ISONE (5684-
insufficiency (10038701)*]
004 STUDY)
Tablet
(fludrocortisone)
114 # 08 * 20 p % 56 B> £ 67 |
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
Drug-Induced interstitial
DEXAMETHA
Pneumonitis [Interstitial
SONE (5684-
pneumonitis (10022618)*]
004 STUDY)
Drug-induced interstitial
Tablet
pneumonitis aggravated
CMUH112- Followup | (dexamethasone
2025/472 | 2273903 [Interstitial pneumonitis
REC1-196 12 )
(10022618)*]
#3)
malignant neoplasm
FLUDROCORT
progression [Malignant
ISONE (5684-
neoplasm progression
004 STUDY)
(10051398)*]
Tablet
(fludrocortisone)
#4) Xtandi
(Enzalutamide) -
MPID: 2507766
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#1) MK-5684
Tablet
(opevesostat
Pleural Effusion [Pleural
tosylate)
effusion (10035598)*]
#2)
Type 1 respiratory
DEXAMETHA | -y ! )
insufficiency [Respiratory
SONE (5684-
PT- insufficiency (10038701)*]
004 STUDY)
CMUH112- 009507513-|Followup BILATERAL PLEURAL
31. 2024/6/14 Tablet L3 A
REC1-196 2407PRT00 26 EFFUSION [Bilateral
(dexamethasone
3842 ) pleural effusion
(10078037)*]
#3)
Acute tracheobronchitis
FLUDROCORT
[Acute tracheobronchitis
ISONE (5684-
(10066672)*]
004 STUDY)
Tablet
(fludrocortisone)
#1) MK-5684
Tablet
(opevesostat
disseminated hemorrhagic
tosylate)
) intravascular coagulation
[Disseminated
FLUDROCORT
intravascular coagulation
ISONE (5684-
(10013442)*]
004 STUDY)
CMUH112- Followup intracranial subdural
32. 2025/4/18 | 2278904 Tablet L3 A
REC1-196 23 hematoma [Intracranial
(fludrocortisone)
subdural hematoma
#3)
(10055374)*]
DEXAMETHA
Adrenal insufficiency
SONE (5684-
[Adrenal insufficiency
004 STUDY)
(10001367)*]
Tablet
(dexamethasone
)
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33.

CMUH112-
RECI-196

2025/7/22

2313979

Initial

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

Glucocorticoids increased
[Glucocorticoids increased

(10018406)*]

2,4

34.

CMUH112-
RECI1-196

2025/1/27

CO-
009507513-
2501COLO
11374

Followup
13

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

PNEUMONIA [Pneumonia
(10035664)*]
HYPONATREMIA
[Hyponatraemia
(10021036)*]
BRAIN VASCULAR
ACCIDENT
[Cerebrovascular accident

(10008190)*]

1,2,
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

Glucocorticoids increased
CMUH112- Followup
2025/7/22 | 2313979

[Glucocorticoids increased | 2, 4
RECI1-196 1

(fludrocortisone) (10018406)*]
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet

(dexamethasone

)

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

#2) pneumonia [Pneumonia

36.

CMUH113-
RECI1-046

2024/1/18

BR-
009507513-
2402BRA0

01283

Followup

21

SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)

(10035664)*]

bronchial infecction /

pneumonia

[Bronchopneumonia

(10006469)*]

1.23

114 # 08 * 20 p
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)
#2) pneumonia [Pneumonia
BR- SACITUZUMA (10035664)*]
CMUH113- 009507513-|Followup B GOVITECAN| bronchial infecction /
37. 2024/1/18 1.23] A
REC1-046 2402BRA0O 22 (3475 pneumonia
01283 SOLUTION [Bronchopneumonia
FOR (10006469)*]
INJECTION
STUDY)
Injection
(SACITUZUM
AB
GOVITECAN)
202505GL
CMUH112- follow up Jaundice obstruction
38. 2025/5/8 | 0014085C AZD0901 2,3 A
REC1-222 1 [Jaundice cholestatic]
N
1.Myocardial Infarction
202506GL 2,3,
CMUH112- [Myocardial infarction]
39. 2025/6/3 [ 0003672U | Initial AZD0901 7:0th| A
REC1-222 g 2.Cardiac Arrest [Cardiac
er
arrest]
1.Myocardial Infarction
202506GL 2,3,
CMUH112- follow up [Myocardial infarction]
40. 2025/6/3 | 0003672U AZD0901 7:0th| A
REC1-222 S 1 2.Cardiac Arrest [Cardiac
er
arrest]
202506GL
CMUH112- Thrombocytopenia
4]. 2025/6/2 | 0006364C | Initial Apatinib 2,3 A
REC1-222 N [Thrombocytopenia]
202505GL
CMUH112- follow up Obstructive jaundice
42. 2025/5/8 | 0014085C AZD0901 L3 A
REC1-222 N 2 [Jaundice cholestatic]
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1.Thrombocytopenia
202506GL
CMUH112- follow up [Thrombocytopenia] 1,2,
43. 2025/6/2 1 0006364C Apatinib A
REC1-222 1 2.Gastric cancer [Gastric 3
N
cancer|
1.Thrombocytopenia
202506GL
CMUH112- follow up [Thrombocytopenia] 1,2,
44, 2025/6/2 | 0006364C Apatinib A
REC1-222 2 2.Gastric cancer [Gastric 3
N
cancer]|
1.Myelosuppression
[Myelosuppression]
202506GL 2.infectious shock [Septic
CMUH112- follow up
45. 2025/6/4 | O005198C IRINOTECAN shock] 2,31 A
REC1-222 2
N 3.complete intestinal
obstruction [Intestinal
obstruction]
pulmonary
PACLITAXEL/
CMUH112- 202507GL thromboembolism
46. 2025/7/17 Initial | RAMUCIRUM 1 A
RECI1-222 0O015101PL [Pulmonary
AB
embolism]
1.Myelosuppression
[Myelosuppression]
202506GL 2.infectious shock [Septic
CMUH112- follow up
47. 2025/6/4 | 0O005198C IRINOTECAN shock] 2,3 A
RECI1-222 3
N 3.complete intestinal
obstruction [Intestinal
obstruction]
pulmonary
PACLITAXEL/
CMUH112- 202507GL |follow up thromboembolism
48. 2025/7117 RAMUCIRUM 1 A
REC1-222 0015101PL 1 A [Pulmonary
B
embolism]
202505GL Apatinib/
CMUH112- stomach bleeding [Gastric
49. 2025/5/13 [ 0011619C | Initial | RAMUCIRUM 2,31 A
REC1-222 haemorrhage]
N AB
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202506GL
CMUH112- follow up Thrombocytopenia
50. 2025/6/2 | 0006364C Apatinib 2,3 A
RECI1-222 3 [Thrombocytopenia]
N
CMUHI111- 202504GL [follow up| AZD2936/ | RENAL FAILURE [Renal
51. 2025/4/10 2 A
REC1-225 0015653JP 2 AZD0901 failure]
CMUH111- 202504GL |[follow up| AZD2936/ PNEUMONIA
52. 2025/3/31 L2 A
REC1-225 0001790JP 1 AZD0901 [Pneumonia]
AZD2936/ |Neutrophil count decreased
CMUH111- 202503GL
53. 2025/3/24 follow 6 | CAPECITABIN [Neutrophil count 2,3 A
REC1-225 0021081JP
E decreased]
CMUH111- 202504GL |follow up| AZD2936/ PNEUMONIA
54, 2025/3/31 L2 A
REC1-225 0001790JP 2 AZD0901 [Pneumonia]
1.Neutrophil count
AZD2936/ decreased [Neutrophil
CMUHI111- 202503GL |follow up
55. 2025/3/24 CAPECITABIN count decreased] 2,3 A
RECI1-225 0021081JP 7
E 2.Platelet count decreased
[Platelet count decreased]
CMUH111- 202504GL |follow up| AZD2936/ PNEUMONIA
56. 2025/3/31 L2 A
REC1-225 0001790JP 3 AZD0901 [Pneumonia]
CMUH111- 202504GL |[follow up| AZD2936/ PNEUMONIA
57. 2025/3/31 L2 A
REC1-225 0001790JP 4 AZD0901 [Pneumonia]
CPK INCREASED [Blood
CMUH111- 202504GL |follow up| AZD2936/
58. 2025/4/5 creatine phosphokinase | 2 A
REC1-225 0015669JP 1 AZD0901
increased]
CMUH111- 202504GL [follow up| AZD2936/ |RENAL FAILURE [Renal
59. 2025/4/10 2 A
REC1-225 0015653JP 3 AZD0901 failure]
CMUH111- 202504GL |follow up| AZD2936/ PNEUMONIA
60. 2025/3/31 L2 A
REC1-225 0001790JP 5 AZD0901 [Pneumonia]
1.Neutrophil count
decreased [Neutrophil
CMUH111- 202503GL |[follow up| AZD2936/
61. 2025/3/24 count decreased] 2,31 A
REC1-225 0021081JP 9 AZD0901
2.Platelet count decreased
[Platelet count decreased]
CMUH111- 202504GL [follow up| AZD2936/ |RENAL FAILURE [Renal
62. 2025/4/10 2 | A
REC1-225 0015653JP 4 AZD0901 failure]
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CMUHI11- 202504GL |follow up| AZD2936/ PNEUMONIA
63. 2025/3/31 L2] A
REC1-225 0001790JP 6 AZD0901 [Pneumonia]
CMUHI11- 202504GL |follow up| AZD2936/ PNEUMONIA
64. 2025/3/31 L2] A
REC1-225 0001790JP 7 AZD0901 [Pneumonia]
MEDI5752/
CMUHI111- | 2023/3/UN [2023A0657 |follow up UNKNOWN CAUSE OF
65. CAPECITABIN 1 A
REC1-225 K 13 1 DEATH [Death]
E
LIFE THREATENING
CMUH110- follow up ALANINE
66. 2023/8/14 | 3405468 R0O5304020 23] A
REC1-060 3 AMINOTRANSFERASE
INCREASED
LIFE THREATENING
CMUH110- follow up ALANINE
67. 2023/8/14 | 3405468 R0O5541267 23| A
REC1-060 3 AMINOTRANSFERASE
INCREASED
LIFE THREATENING
CMUH110- follow up ALANINE
68. 2023/8/14 | 3405468 RO5304020 23| A
REC1-060 4 AMINOTRANSFERASE
INCREASED
LIFE THREATENING
CMUH110- follow up ALANINE
69. 2023/8/14 | 3405468 RO5541267 231 A
REC1-060 4 AMINOTRANSFERASE
INCREASED
CMUH110- follow up LIFE THREATENING
70. 2023/8/14 | 3405468 RO5541267 23] A
REC1-060 5 PANCREATITIS
CMUH110- follow up LIFE THREATENING
71. 2022/10/28 | 3211621 RO5541267 23] A
REC1-060 2 HYPOKALEMIA
CMUH110- follow up LIFE THREATENING
72. 2022/10/28 | 3211621 R0O5304020 23 A
REC1-060 2 HYPOKALEMIA
CMUH112- 100002508 |follow up VAGINAL
73. 2025/3/14 R0O0452294 1-3] A
REC1-142 65 2 HEMMORHAGE
CMUH112- 100002508 |follow up VAGINAL
74. 2025/3/14 RO5541077 1-3] A
REC1-142 65 2 HEMMORHAGE
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LIFE THREATENING
CMUH112- 100003088
75. 2025/5/29 Initial RO0452294 | NEUTROPHIL COUNT | 2,3 [ A
RECI1-142 08
DECREASED
LIFE THREATENING
CMUH112- 100003088
76. 2025/5/29 Initial | RO4877533 | NEUTROPHIL COUNT | 2,3 | A
REC1-142 08
DECREASED
LIFE THREATENING
CMUH112- 100003088
77, 2025/5/29 Initial R0O5541077 | NEUTROPHIL COUNT | 2,3 | A
REC1-142 08
DECREASED
LIFE THREATENING
CMUH112- 100003233
78. 2025/5/28 Initial RO0452294 | NEUTROPHIL COUNT 2 A
REC1-142 99
DECREASED
LIFE THREATENING
CMUH112- 100003233
79. 2025/5/28 Initial RO5541077 | NEUTROPHIL COUNT 2 A
RECI1-142 99
DECREASED
LIFE THREATENING
CMUH112- 100003233
80. 2025/5/28 Initial RO7082859 | NEUTROPHIL COUNT 2 A
RECI1-142 99
DECREASED
LIFE THREATENING
CMUH112- 100003398
81. 2025/7/13 Initial RO0452294 SUBDURAL 2,3 A
RECI1-142 01
HEMATOMA
LIFE THREATENING
CMUH112- 100003398
82. 2025/7/13 Initial RO5541077 SUBDURAL 2,31 A
REC1-142 01
HEMATOMA
(] L1 -
21
1> i (¥ ? 7"
B % ¢ %% iy FEP B
[DSMB ;-3 i &)
sk pdp 12025 F 067 10 p
DSMB Meeting and Recommendation (Meeting date: 10-Jun-
1. CMUHI111-REC1-191 ¥ =g | 2025) [20-Jun-2025]
[DSMB ;-3 i &)
k2 pdp 12025F 067 10 p
DSMB Recommendations (10-Jun-2025) [13-Jun-2025]
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