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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
ADRENAL CRISIS
FLUDROCORT
[Adrenal crisis
ISONE (5684-
(10001346)*]
004 STUDY)
CMUH112- Followup Hyperosmolar non-ketotic
1. 2025/5/2 | 2282750 Tablet 2,3 A
RECI1-196 8 hyperglycemic state
(fludrocortisone)
[Hyperosmolar
#3)
hyperglycaemic state
DEXAMETHA
(10076413)*]
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
114 # 07 * 23 p % 32 F > 4% 54 F
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CMUH112-
RECI-196

2025/4/14

2284071

Followup

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

#5) Acarbose
(Acarbose)
(Acarbose) -
MPID: 4748044

Hypokalemia
[Hypokalaemia
(10021015)*]

the lower extremities

[Venous reflux

(10068703)*]

Venous reflux disorder of

2,3
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CMUH112-
RECI-196

2024/10/31

IT-
009507513-
24111TA00

1941

Followup

8

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

#3)
FLUDROCORT
ISONE (5684-
004 STUDY)
Tablet

(fludrocortisone)

Worsening of COPD

[Chronic obstructive

pulmonary disease

exacerbation (10077773)*]
worsening of COPD

[Chronic obstructive

pulmonary disease

exacerbation (10077773)*]

Hypoadrenalism
[Hypoadrenalism
(10020936)*]

2,3

CMUH112-
RECI-196

2025/6/3

2294332

Initial

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

(dexamethasone

)

Death [Death
(10011906)*]

1,2,

114 # 07 * 23 p
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CMUH112-
RECI-196

2025/4/14

2284071

Followup

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

#5) Acarbose
(Acarbose)
(Acarbose) -
MPID: 4748044

Hypokalemia
[Hypokalaemia
(10021015)*]

the lower extremities

[Venous reflux

(10068703)*]

Venous reflux disorder of

2,3
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#1) MK-5684
Tablet
(opevesostat
tosylate) Worsening of COPD
#2) [Chronic obstructive
DEXAMETHA pulmonary disease
SONE (5684- [exacerbation (10077773)*]
IT-
004 STUDY) Hypoadrenalism
CMUH112- 009507513-|Followup
6. 2024/10/31 Tablet [Hypoadrenalism 2,31 A
REC1-196 2411ITA00 9
(dexamethasone (10020936)*]
1941
) worsening of COPD
#3) [Chronic obstructive
FLUDROCORT pulmonary disease
ISONE (5684- |exacerbation (10077773)*]
004 STUDY)
Tablet
(fludrocortisone)
#1)
ABIRATERON
E ACETATE
Serum phosphorus
(5684 STUDY)
decrease [Serum phosphate
Tablet
decreased (10040370)*]
CMUH112- (abiraterone
7. 2025/4/9 2295508 Initial Decreased serum 2,3 A
RECI1-196 acetate)
phosphate [Serum
#2)
phosphate decreased
PREDNISONE
(10040370)*]
(5684 STUDY)
Tablet
(Prednisone)
114 # 07 * 23 p % 36 F > & 54 F
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CMUH112-
RECI-196

2025/6/3

2294332

Followup

1

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

(dexamethasone

)

Death [Death
(10011906)*]

1,2

CMUH112-
RECI-196

2025/4/9

2295508

Followup

1

#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Tablet
(abiraterone
acetate)

#2)
PREDNISONE
(5684 STUDY)
Tablet

(Prednisone)

Decreased serum

phosphate [Serum

phosphate decreased

(10040370)*]

2,3
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#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Decreased serum
Tablet
phosphate
CMUH112- Followup| (abiraterone
10. 2025/4/9 | 2295508 (hypophosphatemia) 2,3 A
REC1-196 2 acetate)
) [Hypophosphatemia
(10021059)*]
PREDNISONE
(5684 STUDY)
Tablet
(Prednisone)
#1) MK-5684
Tablet disseminated hemorrhagic
(opevesostat | intravascular coagulation
tosylate) [Disseminated
#2) intravascular coagulation
DEXAMETHA (10013442)*]
SONE (5684- Adrenal insufficiency
004 STUDY) [Adrenal insufficiency
CMUH112- Followup
11. 2025/4/18 | 2278904 Tablet (10001367)*] L3 A
REC1-196 14
(dexamethasone intracranial subdural
) hematoma [Intracranial
#3) subdural hematoma
FLUDROCORT (10055374)*]
ISONE (5684- | THROMBOCYTOPENIA
004 STUDY) [Thrombocytopenia
Tablet (10043554)*]
(fludrocortisone)
114 & 07 *» 23 p % 38 F > # 54 F
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup DE (5684 Thromboembolism
12. 2025/5/22 | 2290506 2,31 A
REC1-196 6 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
Pneumonia [Pneumonia
(10035664)*]
#1) Acute heart failure
ENZALUTAMI | [Cardiac failure acute
CMUHI112- Followup| DE (5684 (10007556)*]
13. 2025/5/22 | 2290506 2,31 A
RECI1-196 7 STUDY) Pulmonary
Capsule Thromboembolism
(enzalutamide) [Pulmonary
thromboembolism
(10037436)*]
114 # 07 * 23 p % 39 F > &£ 54 F
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#1) MK-5684
Tablet disseminated hemorrhagic
(opevesostat | intravascular coagulation
tosylate) [Disseminated
#2) intravascular coagulation
FLUDROCORT (10013442)*]
ISONE (5684- Adrenal insufficiency
004 STUDY) [Adrenal insufficiency
CMUH112- Followup
14, 2025/4/18 | 2278904 Tablet (10001367)*] L3 ] A
REC1-196 15
(fludrocortisone)|  intracranial subdural
#3) hematoma [Intracranial
DEXAMETHA subdural hematoma
SONE (5684- (10055374)*]
004 STUDY) | THROMBOCYTOPENIA
Tablet [Thrombocytopenia
(dexamethasone (10043554)*]
)
#1)
ABIRATERON
E ACETATE Worsening decreased
(5684 STUDY) serum phosphate
Tablet (hypophosphatemia)
CMUH112- Followup| (abiraterone [Hypophosphatemia
15. 2025/6/9 | 2295508 2,31 A
RECI1-196 3 acetate) (10021059)*]
#2) Metabolic Acidocis
PREDNISONE [Metabolic acidosis
(5684 STUDY) (10027417)*]
Tablet
(Prednisone)
% 40 F > £ 54 F
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Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI| Pneumonia [Pneumonia
CMUH112- Followup| DE (5684 (10035664)*]
16. 2025/5/22 | 2290506 2,3 A
RECI1-196 8 STUDY) Pulmonary
Capsule Thromboembolism
(enzalutamide) [Pulmonary
thromboembolism
(10037436)*]
#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Worsening decreased
Tablet
serum phosphate
CMUH112- Followup| (abiraterone
17. 2025/6/9 2295508 (hypophosphatemia) 2,31 A
RECI1-196 4 acetate)
) [Hypophosphatemia
(10021059)*]
PREDNISONE
(5684 STUDY)
Tablet
(Prednisone)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup| DE (5684 Thromboembolism
18. 2025/5/22 | 2290506 2,3 A
REC1-196 9 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
114 & 07 *» 23 p % 41 7 - £ 54 |
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#1)
ABIRATERON
E ACETATE
(5684 STUDY)
Worsening decreased
Tablet
serum phosphate
CMUH112- Followup| (abiraterone
19. 2025/6/9 2295508 (hypophosphatemia) 2,31 A
REC1-196 5 acetate)
) [Hypophosphatemia
(10021059)*]
PREDNISONE
(5684 STUDY)
Tablet
(Prednisone)
Acute heart failure
[Cardiac failure acute
#1) (10007556)*]
ENZALUTAMI Pulmonary
CMUH112- Followup| DE (5684 Thromboembolism
20. 2025/5/22 | 2290506 2,3 A
RECI1-196 10 STUDY) [Pulmonary
Capsule thromboembolism
(enzalutamide) (10037436)*]
Pneumonia [Pneumonia
(10035664)*]
114 & 07 *» 23 p % 42 7o £ 54 |
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
FLUDROCORT
ISONE (5684-
004 STUDY)
21. CMUHT2- 2025/6/3 | 2294332 Followup Tablet Death [Death L2 | A
REC1-196 2 (10011906)*]
(fludrocortisone)
#3)
DEXAMETHA
SONE (5684-
004 STUDY)
Tablet
(dexamethasone
)
#1) MK-5684
Tablet disseminated hemorrhagic
(opevesostat | intravascular coagulation
tosylate) [Disseminated
#2) intravascular coagulation
FLUDROCORT (10013442)*]
ISONE (5684- Adrenal insufficiency
004 STUDY) [Adrenal insufficiency
CMUH112- Followup
22. 2025/4/18 | 2278904 Tablet (10001367)*] 1,3 ] A
RECI1-196 16
(fludrocortisone)|  intracranial subdural
#3) hematoma [Intracranial
DEXAMETHA subdural hematoma
SONE (5684- (10055374)*]
004 STUDY) | THROMBOCYTOPENIA
Tablet [Thrombocytopenia
(dexamethasone (10043554)*]
)
114 # 07 * 23 p % 43 F > £ 54 F




PRFFCFEHRFR

e

1

BELEEY-2ALE ¢

“FoCtEERARFRERLE( PR

kg a3

L P

SIS )

£

g

| d
=

" 5

*AFE R

23.

CMUH112-
RECI-196

2025/4/2

2273903

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) Xtandi
(Enzalutamide) -

MPID: 2507766

Drug-Induced interstitial
Pneumonitis [Interstitial
pneumonitis (10022618)*]
Pneumonia [Pneumonia
(10035664)*]
Unknown cause of death
[Unknown cause of death

(10063378)*]

1,3

24,

CMUH107-
RECI1-174

2024/7/9

FR-
009507513-
1984032

Initial

#1)
Pembrolizumab
vs. Placebo
#2)
EPIRUBICIN
(3475-756
STUDY)
Injection

(epirubicin)

Acute myeloid leukaemia

[Acute myeloid leukaemia]

1,3

114 # 07 * 23 p
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#1)
Pembrolizumab
vs. Placebo
FR- #2)
CMUH107- Followup Acute myeloid leukaemia
25. 2024/7/9 |009507513- EPIRUBICIN 13] A
REC1-174 1 [Acute myeloid leukaemia]
1984032 (3475-756
STUDY)
Injection
(epirubicin)
CMUH113- DS-2025- )
26. 2025/2/5 FU5 DS-7300a JEA T 3% L3 A
REC1-122 128579-CN
CMUH113- DS-2025- )
27. 2025/2/5 FU6 DS-7300a JEA T 3% L3 A
REC1-122 128579-CN
CMUH113- DS-2025- )
28. 2025/2/5 FU7 DS-7300a JEA T 3% L3 A
RECI1-122 128579-CN
CMUH113- DS-2025- ‘ .
29. 2025/2/5 FUS DS-7300a IR AT 3% L3 | A
REC1-122 128579-CN
CMUH113- DS-2025-
30. 2025/3/6 FU1 DS-7300a & AR L3 A
REC1-122 129644-KR
CMUH113- DS-2025-
31. 2025/3/6 FU2 DS-7300a & AR L3 A
REC1-122 129644-KR
CMUH113- DS-2025-
32. 2025/3/6 FU3 DS-7300a & M A L3 ]| A
RECI1-122 129644-KR
CMUH113- DS-2025- 1jEE
33. 2025/3/13 FUI1 DS-7300a L3 A
REC1-122 130927-KR 2. B A
CMUH113- DS-2025- 1jEE
34. 2025/3/13 FU2 DS-7300a L3 A
REC1-122 130927-KR 2. B A
CMUH113- DS-2025-
35. 2025/3/24 FU1 Topotecan R R v L3 A
RECI1-122 133041-FR
CMUH113- DS-2025- )
36. 2025/3/24 FU2 Topotecan AR T L3 A
RECI1-122 133041-FR
CMUH113- DS-2025- )
37. 2025/3/24 FU3 Topotecan AR T L3 A
RECI1-122 133041-FR
CMUH113- DS-2025- )
38. 2025/3/24 FU4 Topotecan IR 1,3 ]| A
RECI1-122 133041-FR
114 # 07 » 23 p ¥ 45 F - £ 54 F
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CMUH113- DS-2025- )
39. 2025/3/24 FUS Topotecan AR L3 A
RECI1-122 133041-FR
CMUH113- DS-2025- ‘
40. 2025/4/14 INI Topotecan [/ INSOR DRE ) A
REC1-122 136201-DE
CMUH113- DS-2025- ‘
41. 2025/4/14 FU1 Topotecan I/ IR R 2 | A
REC1-122 136201-DE
CMUH113- DS-2025- ‘
42. 2025/4/14 FU2 Topotecan /NSO D RE ) A
REC1-122 136201-DE
CMUH113- DS-2025- .
43. 2025/4/8 INI DS-7300a it % L3| A
RECI1-122 136973-AU
#1)
PEMBROLIZU
MAB Solution | retroperitoneal hematoma
for injection [Retroperitoneal
CMUH110- Followup | (pembrolizumab | haematoma (10058360)*]
44, 2025/1/31 | 2228873 2 A
RECI1-156 12 ) Gastrointestinal bleeding
#2) BCG LIVE | [Gastrointestinal bleeding
Powder For (10017936)*]
Instillation Fluid
(BCQG)
#1) Type I respiratory failure
PEMBROLIZU | [Respiratory failure type 1
MAB Solution (10082414)*]
CN- for injection Pneumonitis (immune
CMUH110- 009507513-|Followup | (pembrolizumab checkpoint inhibitor 1,2,
45. 2024/11/28 A
RECI1-156 2412CHNO 16 ) association) [Immune- 3
01898 #2) BCG LIVE | mediated pneumonitis
Powder For (10082452)*]
Instillation Fluid| Infectious pneumonia
(BCG) [Pneumonia (10035664)*]
114 # 07 * 23 p % 46 F > £ 54 F
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46.

CMUH113-
REC1-095

2024/12/13

2024-
195101(9)

follow up

9

1) BLINDED
GOLCADOMI
DE (Suspect)

1) DECREASED WHITE
BLOOD CELL COUNT,
White blood cell count
decreased
2) DECREASED
PLATELET COUNTS) -
Recovered/Resolved
3) NEUTROPHIL COUNT
DECREASED

2-~3

47.

CMUH113-
RECI-095

2024/12/13

2024-
195101(11)

follow up

11

1) BLINDED
GOLCADOMI
DE (Suspect)

1) DECREASED WHITE
BLOOD CELL COUNT,
White blood cell count
decreased
2) DECREASED
PLATELET COUNTS,
Platelet count decreased -
Recovered/Resolved
3) NEUTROPHIL COUNT
DECREASED , Neutrophil
count decreased

- Recovered/Resolved

48.

CMUH113-
RECI1-095

2025/2/10

2025-
021563(7)

follow up

7

1) BLINDED
CC-99282

1) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME , Multiple
organ dysfunction
syndrome - Fatal
2) ACUTE
GASTROENTERITIS) -
Not Recovered/Not

Resolved/Ongoing

2.
3~7

114 # 07 * 23 p
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1) DIARHHEA) -
Recovering/Resolving
2) SEPSIS - Fatal
1) BLINDED 1~
CMUH113- 2025-  |follow up 3) PLEURAL
49. 2025/2/11 GOLCADOMI 2~ | A
REC1-095 023523(4) 4 EFFUSION ) -
DE (Suspect) 37
Recovering/Resolving
4) COVID-19) -
Recovering/Resolving
1) BLINDED SMALL BOWEL
CMUH113- 2025-  |follow up 2~
50. 2025/3/7 GOLCADOMI PERFORATION- A
REC1-095 037331(6) 6 3~7
DE (Suspect) Recovered/Resolved
1) BLINDED FEBRILE
CMUH113- 2025-  |follow up 2~
51. 2025/3/10 GOLCADOMI NEUTROPENIA- A
REC1-095 038240(3) 3 3~7
DE (Suspect) Recovered/Resolved
CMUH113- 2025-  |follow up| 1) BLINDED 1~
52. 2025/3/14 PNEUMONIA) - Fatal A
RECI1-095 040863(3) 3 CC-99282 27
1) BLINDED
CMUH113- 2025-  |follow up 1~
53. 2025/3/14 GOLCADOMI | PNEUMONIA) - Fatal A
REC1-095 040863(4) 4 27
DE (Suspect)
1) ABDOMINAL SEPTIC
SHOCK, Septic shock -
Fatal
2) ANEMIA-
Recovered/Resolved
3)
CMUH113- 2025-  |follow up| 1) BLINDED | THROMBOCYTOPENIA| I ~
54, 2025/3/14 A
REC1-095 042495(1) 1 CC-99282 - Recovered/Resolved |3 ~7
4) PAIN IN RIGHT LEG
AT THE FINGERTIPS
PRESSURE SUSPECTED
OF DEEP VEIN
THROMBOSIS -
Recovered/Resolved
114 & 07 *» 23 p % 48 F > £ 54 F
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1) BLINDED SEPSIS -Not
CMUHI113- 2025- 2~
55. 2025/4/9 Initial | GOLCADOMI Recovered/Not A
REC1-095 054216(0) 3~7
DE (Suspect) Resolved/Ongoing
1) BLINDED SEPSIS - Not
CMUH113- 2025-  |follow up 2~
56. 2025/4/9 GOLCADOMI Recovered/Not A
REC1-095 054216(1) 1 3~7
DE (Suspect) Resolved/Ongoing
1) SEPSIS -
Recovered/Resolved
1) BLINDED
CMUH113- 2025-  |follow up 2) FEBRILE 2~
57. 2025/4/9 GOLCADOMI A
REC1-095 054216(2) 2 NEUTROPENIA -Not |3~7
DE (Suspect)
Recovered/Not
Resolved/Ongoing
1) BLINDED
CMUH113- 2024-  |follow up ORAL MUCOSITIS -
58. 2024/12/13 GOLCADOMI 23| A
REC1-095 195024(6) 6 Recovered/Resolved
DE (Suspect)
1) BLINDED | ACUTE PULMONARY
CMUH113- 2024-  |follow up 2~
59. 2024/10/11 GOLCADOMI OEDEMA - A
REC1-095 161794(11) 11 3~7
DE (Suspect) Recovered/Resolved
1) BLINDED
CMUH113- 2025-  |follow up ORAL MUCOSITIS -
60. 2025/2/17 GOLCADOMI 231 A
REC1-095 026502(3) 3 Recovered/Resolved
DE (Suspect)
#1)
RALUDOTATU Pancytopenia
CL- G [Pancytopenia
CMUH114- Followup 2.3.4.
61. 2025/6/9 [009507513- DERUXTECAN (10033661)*] A
REC1-060 1 7
2295062 Injection septick shock [Septic
(raludotatug shock (10040070)*]
deruxtecan)
Death [Death
(10011906)*]
CL- Pancytopenia | septic shock [Septic shock
CMUH114- Followup 1.2.3.
62. 2025/6/9 [009507513- [Pancytopenia (10040070)*] A
REC1-060 2 4.7
2295062 (10033661)*], Pancytopenia
[Pancytopenia
(10033661)*]
114 & 07 *» 23 p % 49 F > £ 54 F
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CMUH110- 2023A0215 Finerenone
63. 2023/2/16 Fup #2 COVID-19; Pneumonia | 1,3 | A
REC1-224 12 /Placebo
CMUH110- 2023A0983 Finerenone
64. 2023/7/11 Initial Hyperkalaemia 2,3 A
REC1-224 72 /Placebo
CMUH110- 2023A0215 Finerenone
65. 2023/2/16 Fup #3 COVID-19; Pneumonia | 1,3 [ A
REC1-224 12 /Placebo
CMUH110- 2023A0983 Finerenone
66. 2023/7/11 Fup # 1 Hyperkalaemia 2,3 A
REC1-224 72 /Placebo
CMUHI110- 2023A0215 Finerenone
67. 2023/2/16 Fup # 4 COVID-19; Pneumonia | 1,3 | A
REC1-224 12 /Placebo
CMUH110- 2023A0215 Finerenone Sepsis; COVID-19;
68. 2023/2/16 Fup#5 L3 A
REC1-224 12 /Placebo Pneumonia
CMUH110- 2023A0983 Finerenone | Hyperkalaemia; Metabolic
69. 2023/7/11 Fup # 2 2,3 A
REC1-224 72 /Placebo acidosis
CMUH110- 2023A0983 Finerenone | Hyperkalaemia; Metabolic
70. 2023/7/11 Fup #3 2,3 A
REC1-224 72 /Placebo acidosis
CMUH110- 2023A0983 Finerenone | Hyperkalaemia; Metabolic
71. 2023/7/11 Fup # 4 2,3 A
REC1-224 72 /Placebo acidosis
2,3,
7
CMUH110- 2023A1646 Finerenone Pericardial effusion; (Medi
72. 2023/11/3 Initial A
RECI1-224 56 /Placebo Dyspnoea cal
signif
icant)
CMUHI110- 2023A1646 Finerenone
73. 2023/11/3 Fup #1 Pericardial effusion 2,3 A
REC1-224 56 /Placebo
CMUHI110- 2025A0480 Finerenone
74, 2025/4/5 Initial Death 1 A
REC1-224 98 /Placebo
CMUHI110- 2025A0480 Finerenone
75. 2025/4/5 Fup # 1 Death 1 A
REC1-224 98 /Placebo
CMUH110- 2025A0385 Finerenone
76. 2025/3/20 Initial Hyperkalaemia 2 A
REC1-224 98 /Placebo
[A&] FRFH -
114 # 07 *» 23 p % 50 F - 54 F
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