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1. 2025/4/29 | 1430976 (Placebo Tablet) Death A
REC3-091 2 cally
Tablet, 3, 7, 14
Signif]
mg
icant
#1)
PEMBROLIZU
MAB Solution
for injection
BR- (pembrolizumab
CMUH113-
2. 2025/5/15 (009507513~ Initial ) [Anaphylaxis] 2,31 A
REC3-152
2287946 #2) CISPLATIN
(V940-009
STUDY)
Injection
(Cisplatin)
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CMUH113-
REC3-152

2025/5/15

BR-
009507513-
2287946

Followup

1

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2) CISPLATIN
(V940-009
STUDY)
Injection

(Cisplatin)

[Anaphylaxis]

2,3

CMUH113-
REC3-152

2025/2/2

CA-
009507513-
2502CANO

01628

Followup

12

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2)
CARBOPLATI
N (V940-009
STUDY)
(carboplatin)
#3)
PACLITAXEL
(V940-009
STUDY)

(paclitaxel)

Febrile neutropenia

[Febrile neutropenial]

Entero-Colitis

[Enterocolitis]

2,3
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CMUH113-
REC3-152

2025/5/15

BR-
009507513-
2287946

Fol

lowup

2

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2) CISPLATIN
(V940-009
STUDY)
Injection

(Cisplatin)

[Anaphylaxis]

2,3

CMUH113-
REC3-152

2025/5/15

BR-
009507513-
2287946

Followup

3

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2) CISPLATIN
(V940-009
STUDY)
Injection

(Cisplatin)

[Anaphylaxis]

2,3

CMUH113-
REC3-152

2025/5/15

BR-
009507513-
2287946

Followup

4

#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
)

#2) CISPLATIN
(V940-009
STUDY)
Injection

(Cisplatin)

[Anaphylaxis]

2,3
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#1)
PEMBROLIZU
MAB Solution
for injection
BR- (pembrolizumab
CMUH113- Followup
8. 2025/5/15 [009507513- ) [Anaphylaxis] 2,3 A
REC3-152 5
2287946 #2) CISPLATIN
(V940-009
STUDY)
Injection
(Cisplatin)
#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
IL-
CMUH113- )
9. 2025/4/11 [009507513-| Initial [Febrile neutropenial 2,3 A
REC3-152 #2)
2276761
PEMETREXED
(V940-009
STUDY)
Injection
(Pemetrexed)
CMUH112- follow up| Livmoniplimab,
10. 2024/9/1 | 5886175 Acute coronary syndrome | 2 A
REC3-149 10 Budigalimab
CMUH112- Livmoniplimab,
11. 2024/11/17 | 6096788 | Initial Disease Progression 1 A
REC3-149 Budigalimab
#1) Belzutifan
vs. Placebo
US-
#2) Atrioventricular block
CMUH111- 009507513-|Followup
12. 2024/5/7 PEMBROLIZU complete 231 A
REC3-116 2405USA0 13
MAB Myocarditis
02101
(pembrolizumab
)
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#1) Belzutifan
vs. Placebo
US-
#2)
CMUH111- 009507513-|Followup
13. 2024/11/22 PEMBROLIZU | Acute myeloid leukaemia | 1.3 | A
REC3-116 2412USA0 2
MAB
02342
(pembrolizumab
)
#1) Belzutifan
vs. Placebo
CN-
#2) Diabetic ketoacidosis
CMUHI11- 009507513-|Followup
14, 2023/7/24 PEMBROLIZU | Fulminant type 1 diabetes | 2.3 | A
REC3-116 2308CHNO 27
MAB mellitus
00526
(pembrolizumab
)
#1)
PEMBROLIZU
MAB Solution
for injection
L (pembrolizumab
CMUH113- )
15. 2025/4/11 (009507513~ Initial [Febrile neutropenia] 2,3 A
REC3-152 #2)
2276761
PEMETREXED
(V940-009
STUDY)
Injection
(Pemetrexed)
CMUH108- 100000968 [follow up FATAL CYTOKINE I~
16. 2024/9/30 RO7082859 A
REC3-034 03 6 RELEASE SYNDROME |3 ~ 4
LIFE THREATENING
CMUH108- 100001116 |follow up
17. 2024/10/18 RO7082859 CYTOKINE RELEASE (2~3| A
REC3-034 26 2
SYNDROME
CLOSTRIDIUMDIFFICIL
CMUH108- follow up E COLITIS,
18. 2020/7/13 | 2643456 RO7082859 13| A
REC3-034 3 CLOSTRIDIUM
COLITIS
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#1)
SACITUZUMA
B
TIRUMOTECA

N Injection
(sacituzumab
tirumotecan)

#2)
CMUH113- Followup| LEUCOVORIN

2025/6/6 | 2294119 [Intestinal perforation
REC3-098 1 (9999 STUDY)
(10022694)*]

intestinal perforation

Injection
(Leucovorin)
#3) 5-
FLUOROURAC
IL (9999
STUDY)
Injection (5-

Fluorouracil)
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AE B |EL P samm | o TRER 7 A
#1)
SACITUZUMA
B
TIRUMOTECA

N Injection
(sacituzumab
tirumotecan)

#2)
CMUH113- Followup| LEUCOVORIN

2025/6/6 | 2294119 [Intestinal perforation
REC3-098 2 (9999 STUDY)
(10022694)*]

intestinal perforation

Injection
(Leucovorin)
#3) 5-
FLUOROURAC
IL (9999
STUDY)
Injection (5-

Fluorouracil)
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#1)
SACITUZUMA
B
TIRUMOTECA

N Injection

(sacituzumab
tirumotecan)
Visceral arterial ischemia
#2)
[Visceral arterial ischemia
CMUH113- Followup| LEUCOVORIN
2025/5/24 | 2291006 (10054692)*]
REC3-098 5 (9999 STUDY)
Enterocolitis [Enterocolitis
Injection
(10014893)*]
(Leucovorin)
#3) 5-
FLUOROURAC
1L (9999
STUDY)

Injection (5-

Fluorouracil)
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#1)
SACITUZUMA
B
TIRUMOTECA

N Injection
(sacituzumab
tirumotecan)

#2)
CMUH113- Followup| LEUCOVORIN

2025/6/6 | 2294119 [Intestinal perforation
REC3-098 3 (9999 STUDY)
(10022694)*]

intestinal perforation

Injection
(Leucovorin)
#3) 5-
FLUOROURAC
IL (9999
STUDY)
Injection (5-

Fluorouracil)
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#1)
SACITUZUMA
B
TIRUMOTECA

N Injection
(sacituzumab
tirumotecan)

#2)
CMUH113- Followup| LEUCOVORIN

2025/6/6 | 2294119 [Intestinal perforation
REC3-098 4 (9999 STUDY)
(10022694)*]

intestinal perforation

Injection
(Leucovorin)
#3) 5-
FLUOROURAC
IL (9999
STUDY)
Injection (5-

Fluorouracil)
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24,

CMUH113-
REC3-098

2025/5/24

2291006

Followup

6

#1)
SACITUZUMA
B
TIRUMOTECA
N Injection
(sacituzumab
tirumotecan)
#2)
LEUCOVORIN
(9999 STUDY)
Injection
(Leucovorin)
#3) 5-
FLUOROURAC
1L (9999
STUDY)
Injection (5-

Fluorouracil)

(10054692)*]

(10014893)*]

Visceral arterial ischemia

[Visceral arterial ischemia

Enterocolitis [Enterocolitis

1,3

25.

CMUHI111-
REC3-190

2025/4/10

DS-2025-
136965-BR

follow up

3

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB

Febrile Neutropenia

[Febrile neutropenial]

Sepsis [Sepsis]

23,7

26.

CMUHI111-
REC3-190

2025/4/15

DS-2025-
145629-DE

Initial

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB

Lung Infection

[Pneumonia]
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27.

CMUH111-
REC3-190

2025/5/29

DS-2025-
144216-TW

Initial

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

Hepatic events [Liver

disorder]

2,3

28.

CMUHI111-
REC3-190

2025/4/8

DS-2025-
135698-AR

follow up

4

1.DATOPOTA
MAB
DERUXTECAN
2.CARBOPLAT
IN
3.
PEMBROLIZU
MAB

Acute pulmonary

thromboembolism

[Pulmonary embolism]|

2,3,7

29.

CMUHI111-
REC3-190

2024/8/2

DSJ-2024-
138935

follow up

3

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

Cardiorespiratory arrest

[Cardio-respiratory arrest]

30.

CMUHI111-
REC3-190

2025/4/16

DS-2025-
145629-DE

follow up

1

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB

Lung Infection

[Pneumonia]
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1.DATOPOTA
MAB
DERUXTECAN
Acute pulmonary
CMUH111- DS-2025- |[follow up|2.CARBOPLAT
31. 2025/4/8 thromboembolism 237 A
REC3-190 135698-AR 5 IN
[Pulmonary embolism]
3.
PEMBROLIZU
MAB
Hypokalemia
[Hypokalaemia]
Platelet count decreased
1.DATOPOTA
[Platelet count decreased]
MAB
Diarrhea [Diarrhoea]
DERUXTECAN
White blood cell decreased
CMUH111- DSJ-2024- [follow up|2.CARBOPLAT
32. 2024/5/30 [White blood cell count [2,3,7| A
REC3-190 125075 31 IN
; decreased]
' Colitis [Colitis]
PEMBROLIZU
Neutrophil count decreased
MAB
[Neutrophil count
decreased]
Anemia [Anaemia]
1.DATOPOTA
MAB
DERUXTECAN
CMUH111- DS-2025- |follow up 2. Pneumonitis [Pneumonitis]
33. 2025/1/5 1,23 A
REC3-190 119046-TW 8 PEMBROLIZU | Pneumonia [Pneumonia]
MAB
3.CARBOPLAT
IN
¥ 47 7 - £ 87 |
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1.DATOPOTA
MAB Acute pulmonary
DERUXTECAN thromboembolism
CMUHI111- DS-2025- |follow up|2.CARBOPLAT| [Pulmonary embolism]
34. 2025/4/8 2,371 A
REC3-190 135698-AR 6 IN Acute pulmonary
3. thromboembolism
PEMBROLIZU | [Pulmonary embolism]
MAB
1.PEMBROLIZ
UMAB Acute cerebellar hematoma
CMUH111- DS-2024- [follow up|2.PEMETREXE| [Cerebellar haematoma]
35. 2024/12/9 1,23 A
REC3-190 113932-TH 8 D Platelet count decreased
3.CARBOPLAT | [Platelet count decreased]
IN
1.DATOPOTA
MAB
Febrile Neutropenia
CMUHI111- DS-2025- |follow up|DERUXTECAN
36. 2025/4/10 [Febrile neutropenia]  |2,3,7 A
REC3-190 136965-BR 4 2.
Sepsis [Sepsis]
PEMBROLIZU
MAB
1.PEMBROLIZ
UMAB Acute cerebellar hematoma
CMUH111- DS-2024- |[follow up|2.PEMETREXE| [Cerebellar haematoma]
37. 2024/12/9 1,231 A
REC3-190 113932-TH 9 D Platelet count decreased
3.CARBOPLAT | [Platelet count decreased]
IN
1.DATOPOTA
MAB
DERUXTECAN
CMUHI111- DS-2024- [follow up|2.CARBOPLAT| Bacterial pneumonia
38. 2024/11/13 1,3 A
REC3-190 109327-TH 17 IN [Pneumonia bacterial]
3.
PEMBROLIZU
MAB
114 & Q7 * 24 p % 48 F > £ 87 |
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1.PEMBROLIZ
UMAB
CMUHI111- DS-2025- 2.PEMETREXE [ Supraglottitis [Epiglottitis]
39. 2025/5/28 Initial 1 A
REC3-190 144213-AU D Dyspnoea [Dyspnoea]
3.CARBOPLAT
IN
1.DATOPOTA
MAB Acute pulmonary
DERUXTECAN thromboembolism
CMUHI111- DS-2025- [follow up|2.CARBOPLAT| [Pulmonary embolism] |[1,2,3,
40. 2025/4/8 A
REC3-190 135698-AR 7 IN Acute pulmonary 7
3. thromboembolism
PEMBROLIZU | [Pulmonary embolism]
MAB
1.DATOPOTA
MAB
DERUXTECAN
Acute pulmonary
CMUHI111- DS-2025- |follow up|2.CARBOPLAT 1,2,3,
41. 2025/4/8 thromboembolism A
REC3-190 135698-AR 8 IN 7
3 [Pulmonary embolism]
PEMBROLIZU
MAB
1.DATOPOTA
MAB
DERUXTECAN
Acute pulmonary
CMUHI111- DS-2025- |follow up|2.CARBOPLAT 1,2,3,
42. 2025/4/8 thromboembolism A
REC3-190 135698-AR 9 IN 7
; [Pulmonary embolism]|
PEMBROLIZU
MAB
114 # 07 *» 24 p % 49 F o x 87
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43.

CMUH111-
REC3-190

2025/6/30

DS-2025-
150982-AR

Initial

1.DATOPOTA
MAB
DERUXTECAN
2.
PEMBROLIZU
MAB
3.CARBOPLAT
IN

Acute community

pneumonia [Pneumonia]

2,3

44,

CMUH112-
REC3-189

2025/1/19

2248064

Followup

21

#1) MK-5684
#2)
DEXAMETHA
SONE
#3)
FLUDROCORT
ISONE
#4)
HYDROCORTI
SONE

Septic shock

Adrenal insufficiency

1,2,3

45.

CMUH112-
REC3-189

2025/1/19

2248064

Followup

22

#1) MK-5684
#2)
FLUDROCORT
ISONE
#3)
DEXAMETHA
SONE
#4)
HYDROCORTI
SONE

Adrenal insufficiency

Septic shock

1,2,3

46.

CMUH112-
REC3-189

2025/6/14

2297728

Initial

#1) MK-5684
#2)
FLUDROCORT
ISONE
#3)
DEXAMETHA

SONE

Death

114 # 07 * 24 p
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47.

CMUH112-
REC3-189

2025/6/14

2297728

Followup

1

#1) MK-5684
#2)
FLUDROCORT
ISONE
#3)
DEXAMETHA
SONE

Death

48.

CMUH112-
REC3-189

2024/8/25

2251967

Followup

28

#1) MK-5684
#2)
DEXAMETHA
SONE
#3)
FLUDROCORT
ISONE
#4)
HYDROCORTI
SONE

Hip fracture

Adrenal insufficiency

2,3

49.

CMUH112-
REC3-189

2025/6/14

2297728

Followup

2

#1) MK-5684
#2)
FLUDROCORT
ISONE
#3)
DEXAMETHA
SONE

Death

50.

CMUH112-
REC3-189

2025/6/14

2297728

Followup

3

#1) MK-5684
#2)
FLUDROCORT
ISONE
#3)
DEXAMETHA
SONE

Death

114 # 07 24 p
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#1)
ABIRATERON | Coronary artery disease
CMUHI112-
51. 2025/1/24 | 2253549 | Initial E ACETATE Atrial fibrillation 1,3 A
REC3-189
#2) Atrial fibrillation
PREDNISONE
#1) MK-5684
#2)
FLUDROCORT
CMUH112- Followup
52. 2025/6/14 | 2297728 ISONE Death 1 A
REC3-189 4
#3)
DEXAMETHA
SONE
114 # 07 * 24 p % 52 F % 87 T
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53.

CMUH113-
2025/4/7
REC3-024

2275032

Followup
7

#1)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
(dexamethasone
)

#2) MK-5684
Tablet
(opevesostat
tosylate)
#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4) Docetaxel
(Docetaxel) -
MPID: 45900
#5)
HYDROCORTI
SONE (5684-
01A STUDY)
Tablet

(hydrocortisone)

Pneumocystis pneumonia
[Pneumocystis pneumonia

(10035661)*]

Febrile neutropenia

[Febrile neutropenia
(10016288)*]
Interstitial lung disease
[Interstitial lung disease

(10022611)*]

1,3

114 # 07 * 24 p
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54.

CMUH113-
2025/4/7
REC3-024

2275032

Followup
8

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4) Docetaxel
(Docetaxel) -
MPID: 45900
#5)
HYDROCORTI
SONE (5684-
01A STUDY)
Tablet

(hydrocortisone)

Pneumocystis pneumonia
[Pneumocystis pneumonia
(10035661)*]
Interstitial lung disease
[Interstitial lung disease

(10022611)*]

Febrile neutropenia

[Febrile neutropenia

(10016288)*]

1,2,

114 # 07 * 24 p
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55.

CMUH113-

2025/4/29
REC3-024

2283445

Followup

8

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DOCETAXEL
(5684 STUDY)
Injection
(Docetaxel)
#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet

(dexamethasone

)

(10002198)*]

Anaphylactic reaction

[Anaphylactic reaction

114 # 07 * 24 p
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56.

CMUH113-

REC3-024

2025/4/29

2283445

Followup
9

#1)
DOCETAXEL
(5684 STUDY)

Injection
(Docetaxel)
#2) MK-5684
Tablet
(opevesostat
tosylate)

#3)
FLUDROCORT
ISONE (5684-
01A STUDY)

Tablet
(fludrocortisone)

#4)

DEXAMETHA
SONE (5684-
01A STUDY)

Tablet

(dexamethasone

)

Anaphylactic reaction

[Anaphylactic reaction

(10002198)*]

114 # 07 * 24 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
Pneumocystis pneumonia
(dexamethasone
) [Pneumocystis pneumonia
(10035661)*]
#3)
Interstitial lung disease
CMUH113- Followup |[FLUDROCORT 1,2,
57. 2025/4/7 | 2275032 [Interstitial lung disease A
REC3-024 9 ISONE (5684- 3
(10022611)*]
01A STUDY)
Febrile neutropenia
Tablet
[Febrile neutropenia
(fludrocortisone)
(10016288)*]
#4) Docetaxel
(Docetaxel) -
MPID: 45900
#5)
HYDROCORTI
SONE (5684-
01A STUDY)
Tablet
(hydrocortisone)
#1) MK-5684 Adrenal insufficiency
Tablet [Adrenal insufficiency
CMUH113- (opevesostat (10001367)*]
58. 2025/6/17 | 2298192 | Initial 2,3 A
REC3-024 tosylate) Hyponatremia
#2) OLAPARIB [Hyponatremia
Tablet (olaparib) (10021038)*]
114 & Q7 * 24 p % 57 F % 87 |
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59.

CMUH113-
REC3-024

2025/5/8

2285076

Followup

4

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DOCETAXEL
(5684 STUDY)
Injection
(Docetaxel)
#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet

(dexamethasone

)

Neutropenic sepsis

[Neutropenic sepsis

(10049151)*]

2,3 A

114 # 07 * 24 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)
#2) OLAPARIB
Tablet (olaparib)
#3)
Hyponatremia
FLUDROCORT
[Hyponatremia
ISONE (5684-
CMUH113- Followup (10021038)*]
60. 2025/6/17 | 2298192 01A STUDY) 2,3 A
REC3-024 1 Adrenal insufficiency
Tablet
[Adrenal insufficiency
(fludrocortisone)
(10001367)*]
#4)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
(dexamethasone
)
114 & Q7 * 24 p % 69 B - % 87 |
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61.

CMUH113-
2025/5/8
REC3-024

2285076

Followup
5

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4)
DOCETAXEL
(5684 STUDY)
Injection

(Docetaxel)

Neutropenic sepsis

[Neutropenic sepsis

(10049151)*]

2,3

114 # 07 * 24 p
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#1) MK-5684
Tablet
(opevesostat
tosylate)

#2) OLAPARIB
Tablet (olaparib)
#3)
FLUDROCORT

ISONE (5684- Adrenal insufficiency
CMUH113- Followup
2025/6/17 | 2298192 01A STUDY) [Adrenal insufficiency
REC3-024 2
Tablet (10001367)*]
(fludrocortisone)
#4)

DEXAMETHA

SONE (5684-

01A STUDY)

Tablet

(dexamethasone

)

114 # 07 * 24 p % 61 F > &
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63.

CMUH113-
2025/5/8
REC3-024

2285076

Followup
6

#1) MK-5684
Tablet
(opevesostat
tosylate)
#2)
DEXAMETHA
SONE (5684-
01A STUDY)
Tablet
(dexamethasone
)

#3)
FLUDROCORT
ISONE (5684-
01A STUDY)
Tablet
(fludrocortisone)
#4)
DOCETAXEL
(5684 STUDY)
Injection

(Docetaxel)

Neutropenic sepsis

[Neutropenic sepsis

(10049151)*]

2,3

114 # 07 * 24 p
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64.

CMUH110-
REC3-102

2024/10/28

HU-
009507513~
2410HUNO

13959

Followup
12

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
OXALIPLATIN
(7902 STUDY)

Injection
(Oxaliplatin)

#3)
LEUCOVORIN
(7902 STUDY)

Injection
(Leucovorin)
#4) 5-
FLUOROURAC
IL (7902
STUDY)

Injection (5-

Fluorouracil)

infusion reaction [Infusion

reaction (10083019)*]

cardiac decompensation

(10011949)*]

[Decompensation cardiac

1.3

114 # 07 * 24 p
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#1)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab
) malignant neoplasm
GB- #2) CISPLATIN| Progression [Malignant
CMUH110- 009507513-(Followup| (7902 STUDY) | neoplasm progression
65. 2023/3/8 13 A
REC3-102 2303GBRO 20 Injection (10051398)*]
03566 (Cisplatin) Weight Loss [Weight
#3) 5- decreased (10047895)*]
FLUOROURAC
IL (7902
STUDY)
Injection (5-
Fluorouracil)
114 # 07 * 24 p % 64 F > £ 87 F
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66.

CMUH110-
REC3-102

2025/2/5

AR-
009507513~
2502ARGO0

02068

Followup
3

#1)
PEMBROLIZU
MAB Solution

for injection
(pembrolizumab
)

#2)
OXALIPLATIN
(7902 STUDY)

Injection
(Oxaliplatin)
#3) 5-
FLUOROURAC
IL (7902
STUDY)
Injection (5-
Fluorouracil)

#4)
LEUCOVORIN
(7902 STUDY)

Injection

(Leucovorin)

acute pulmonary edema

[Acute pulmonary oedema

(10001029)*]

67.

CMUH112-
REC3-002

2025/5/15

TR-
009507513-
2286608

Followup
4

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
Injection

(paclitaxel)

Febrile neutropenia

[Febrile neutropenia

(10016288)*]
sepsis [Sepsis

(10040047)*]

1.23

114 # 07 * 24 p
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#1)
PACLITAXEL
(3475 Febrile neutropenia
TR- SOLUTION [Febrile neutropenia
CMUH112- Followup
68. 2025/5/15 [009507513- FOR (10016288)*] 1.23] A
REC3-002 5
2286608 INJECTION sepsis [Sepsis
STUDY) (10040047)*]
Injection
(paclitaxel)
#1)
PACLITAXEL
(3475 Febrile neutropenia
TR- SOLUTION [Febrile neutropenia
CMUH112- Followup
69. 2025/5/15 [009507513- FOR (10016288)*] 123 A
REC3-002 6
2286608 INJECTION sepsis [Sepsis
STUDY) (10040047)*]
Injection
(paclitaxel)
114 # 07 * 24 p % 66 F. - £ 87
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70.

CMUH110-
REC3-049

2022/11/16

2023IN000
621

follow up

13

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia and

Neutropenic sepsis

2,3

114 # 07 * 24 p
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71.

CMUH110-
REC3-049

2022/11/10

2022INO012
883

follow up

4

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia, Dehydration ,

Diarrhoea

2,3

114 £ 07 * 24 p




émgg gﬁﬁxﬁhﬁia ;;%

- F-trTERY X

E¥=%atE ¢

(Lt pK)

S E LA ENE

% >R
2 5L

SIS )
&

"r‘s‘z‘é
et

¥ 5

A

72.

CMUH110-
REC3-049

2022/6/20

2022IN006
599

Initial

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia, Metastases to
central nervous system and

Febrile neutropenia

13

114 # 07 * 24 p
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73.

CMUH110-

REC3-049

2023/1/26

2023IN001
267

follow up

6

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia and

Neutropenia

1,3

114 # 07 * 24 p
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74.

CMUH110-
REC3-049

2022/7/7

2022IN006
894

follow up

7

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Intestinal perforation

1,2,3

114 # 07 * 24 p
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75.

CMUH110-
REC3-049

2023/2/17

2023IN002
072

follow up

9

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia

2,3

114 # 07 * 24 p
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76.

CMUH110-
REC3-049

2022/2/28

2022IN002
365

follow up

8

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia and Febrile

neutropenia

1,2,3
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follow up
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia and

Neutropenic sepsis

2,3
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia and

Neutropenia

2,3
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia, Metastases to
central nervous system and

Febrile neutropenia

13
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follow up

2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Septic shock, Febrile

neutropenia, Pancytopenia

1,3
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REC3-049

2022/8/26
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follow up
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3,7(
Medi
cally
signif

icant)

114 # 07 * 24 p




L S ﬁmwxﬁhpza BIREF=F2LR 4

(Lt pK)

—

ﬁ_.LE_&}i;:,\

R
AL

S E LA ENE

% 2 HaF
2 S gL

Ei4

4

&

"r‘s‘z‘é
e

¥ 5

S22

82.

CMUH110-
REC3-049

2022/5/18

2022IN005
324

follow up
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Sepsis, Groin pain

2,3
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follow up

8

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia, Neutropenia

1,3
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follow up
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)

Intestinal perforation 1,2,3

#4 ) doxorubicin
(DOXORUBICI
N)

#5 ) vincristine
(VINCRISTINE
)

#6)

Prednisolone

(Prednisolone)
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Recommendation FINAL, dated 29Jan2025
3. Protocol No. PLN-74809-IPF-206 BEACON-
IPF Study Announcement 03MAR2025 Final
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£27% 15p
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7. | CMUHI113-REC3-103 = ~

[Sx=%+FLH 4]
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*p g i 114 & 04 » 08 p
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9. | CMUHI112-REC3-011 AV
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*g pMHAFLEREF 12024107 03 p X
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*E5% ¥ 4L : Risankizumab
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Clinical Study Report Synopsis 19 May 2025
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*:E5% ¥4 ¢4 : Durvalumab (MEDI4736)
*E rMIEFLPEF III3EO0 Y 01 p X113
£ 10 % 31 P

25.

CMUHI111-REC3-116

[z#h=2 >1dp2])

*iR5% L 4L 1 MK6482 BELZUTIFAN
g PMAFL BT 12024 & 100 28 p
2025 & 47 27 p
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CDXO0159-12_Clinical Trial Application-
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the protocol and related amendments.

30.

CMUHI112-REC3-073

L
¢
ok

CEE RS ED
Wk D N/A
P 12025 & 057 15 p

31.

CMUHI109-REC3-145

I &

[ % 2342 ]
WHSk B L 0 INJ-212082 (abiraterone
acetate)
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