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IL- Epcoritamab,
CMUHI111- Neutropenia
1. 2023/6/28 | ABBVIE- | Initial Rituximab, 2,3 A
RECI-158 Fever
5308983 Lenalidomide
IL- Epcoritamab,
CMUHI111- follow up Neutropenia
2. 2023/6/28 | ABBVIE- Rituximab, 2,3 A
RECI-158 1 Fever
5308983 Lenalidomide
Aspergillosis
Sepsis,
IL- Epcoritamab,
CMUHI111- follow up Worsening
3. 2023/5/7 | ABBVIE- Rituximab, 2,3 A
RECI1-158 3 Neutropenia,
4757203 Lenalidomide
Pseudomonas
Aeruginosa
Aspergillosis
Sepsis,
IL- Epcoritamab,
CMUH111- follow up Worsening
2023/5/7 | ABBVIE- Rituximab, 23| A
RECI-158 4 Neutropenia,
4757203 Lenalidomide
Pseudomonas
Aeruginosa
Aspergillosis
Sepsis,
IL- Epcoritamab,
CMUH111- follow up Worsening
2023/5/7 | ABBVIE- Rituximab, 23| A
RECI-158 5 Neutropenia,
4757203 Lenalidomide
Pseudomonas
Aeruginosa
IL- Epcoritamab,
CMUHI111- follow up Neutropenia,
2023/3/29 | ABBVIE- Rituximab, 2,3 A
REC1-158 2 Anemia
4710593 Lenalidomide
IL- Epcoritamab,
CMUHI111- follow up Neutropenia,
2023/3/29 | ABBVIE- Rituximab, 23| A
RECI1-158 3 Anemia
4710593 Lenalidomide
IL- Epcoritamab,
CMUHI111- follow up Neutropenia,
2023/3/29 | ABBVIE- Rituximab, 23| A
REC1-158 4 Anemia
4710593 Lenalidomide
113 &8 2% 27 p % 31 F % 68 F
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202309635 1.THROMBOCYTOPENI
CMUH107- follow up
9. 2023/9/25 50 10 Niraparib A 2. PNEUMONIA 1 A
REC1-189 10
Blinded 3.ANEMIA
202309635 1.THROMBOCYTOPENI
CMUH107- follow up
10. 2023/9/25 50 11 Niraparib A 2. PNEUMONIA 1 A
REC1-189 11
Blinded 3.ANEMIA
#1) MK-7902
Acute myocardial
CMUH110- 2203CHNO |Followup Study
11. 2022/3/16 infarction [Acute 2,3 A
REC1-045 07506 11 #2)
myocardial infarction]
EPIRUBICIN
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study
12, 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 11 #2)
insufficiency]
EPIRUBICIN
#1 ) MK-7902
Acute myocardial
CMUH110- 2203CHNO [Followup Study
13. 2022/3/16 infarction [Acute 2,3 A
REC1-045 07506 12 #2)
myocardial infarction]
EPIRUBICIN
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study
14. 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 12 #2)
insufficiency]
EPIRUBICIN
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup| #1 ) MK-7902 hepatitis] 1,2,
15. 2022/12/24 A
REC1-045 11321 25 Study Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
diarrhea [Diarrhoea]
#1 ) MK-7902
bloody stool
CMUH110- 2208FRAO |Followup Study
16. 2022/7/24 [Haematochezia] 2,3 A
REC1-045 00120 7 #2)
Abdominal pain
EPIRUBICIN
[Abdominal pain]
113 &8 2% 27 p % 32 % 68 |
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Acute myocardial
#1 ) MK-7902
infarction [Acute
CMUH110- 2203CHNO |Followup Study
17. 2022/3/16 myocardial infarction] 2,3 A
REC1-045 07506 13 #2)
Haematochezia
EPIRUBICIN
Diarrhoea
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POLO00|Followup injection
18. 2023/4/22 picture of emphysema 2.3 A
REC1-156 3742 19 #2 ) BCG LIVE
[Chronic obstructive
(BCG live)
pulmonary disease]
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO |Followup injection Myositis [Myositis]
19. 2023/8/7 1.23] A
RECI1-156 04089 11 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2311CANO |Followup injection Cardio respiratory arrest
20. 2023/11/24 1 A
RECI1-156 10660 4 #2 ) BCG LIVE | [Cardio-respiratory arrest]
(BCG live)
Powder For
Instillation Fluid
113 &8 2% 27 p % 33 % 68 |
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#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO |Followup injection Myositis [Myositis]
21. 2023/8/7 123 A
RECI1-156 04089 12 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
Hematemesis
[Haematemesis]
#1) Hypokalemia
CMUHI11- 2312USAO0 [Followup | PEMBROLIZU [Hypokalaemia]
22, 2023/12/20 2,3 A
RECI1-135 08856 3 MAB Anemia [Anaemia]
#2 ) MK-7902 | Acute Respiratory Failure
with Hypoxia [Acute
respiratory failure]
Drug Induced Acute
CMUH111- 2305USAO0 [Followup #1)
23. 2023/5/3 Pancreatitis [Pancreatitis | 2,3 A
RECI1-135 01645 9 PACLITAXEL
acute]
Hematemesis
[Haematemesis]
#1) Hypokalemia
CMUHI11- 2312USAO0 [Followup | PEMBROLIZU [Hypokalaemia]
24, 2023/12/20 2,3 A
RECI1-135 08856 4 MAB Anemia [Anaemia]
#2 ) MK-7902 | Acute Respiratory Failure
with Hypoxia [Acute
respiratory failure]
PULMONARY
CMUH110- 2023A2347|follow up| Blinded for 1,2,
25. 2023/10/13 EMBOLISM (Pulmonary A
REC1-004 86 1 Investigator 4
embolism)
PULMONARY
CMUH110- 2023A2347|follow up| Blinded for 1,2,
26. 2023/10/13 EMBOLISM (Pulmonary A
REC1-004 86 2 Investigator 4
embolism)
CMUH110- 2023A2483 |follow up| Blinded for
27. 2023/10/31 INFECTION (Infection) | 1,3 [ A
REC1-004 82 1 Investigator
113 &8 2% 27 p % 34 F % 68 |
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CMUH110- 2023A2483 |follow up| Blinded for
28. 2023/10/31 INFECTION (Infection) | 1,3 | A
RECI1-004 82 2 Investigator
DURVALUMA
) 1.PNEUMONITIS
B
CMUH108- 2021A0280|follow up (Pneumonitis)
29. 2021/2/1 TRASTUZUM 2,31 A
REC1-024 29 7 2.HYPONATREMIA
AB
(Hyponatraemia)
DERUXTECAN
2,3,
DURVALUMA
) 1.URINARY TRACT |7:Imp
B
CMUH108- 2023A2729 OBSTRUCTION (Urinary |ortant
30. 2023/11/29 Initial |DATOPOTAMA A
REC1-024 57 tract obstruction) medic
B
2.SEPSIS (Sepsis) al
DERUXTECAN
event
2,3,
DURVALUMA
) 1.URINARY TRACT |7:Imp
B
CMUH108- 2023A2729 |follow up OBSTRUCTION (Urinary |ortant
31. 2023/11/29 DATOPOTAMA A
REC1-024 57 1 tract obstruction) medic
B
2.SEPSIS (Sepsis) al
DERUXTECAN
event
1.FEBRILE
TRASTUZUM
CMUH109- 2022A0146 |follow up NEUTROPENIA (Febrile
32. 2022/1/7 AB L3] A
RECI1-115 39 13 neutropenia)
DERUXTECAN
2.SEPSIS (Sepsis)
113 &8 2% 27 p % 35 F % 68 |
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n#3
#2)
PEMETREXED
(7684A-007
STUDY)

Other Serious Criteria:
Medically Significant

Lymphocyte count
(pemetrexed)
decreased, worsened
Injection;
CMUHI111- 2302DEUO |Followup [Lymphocyte count
2023/1/19 Regimen #1 2,3,7
REC1-019 06876 27 ) decreased]

PEMETREXED
(7684A-007
STUDY)

Acute Renal Failure [Acute
kidney injury]
Hyperkalemia

[Hyperkalaemia]
(pemetrexed)

Injection;
Regimen #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #3
#3)
CARBOPLATI
N (7684A-007
STUDY)

113 # 2% 27 p ¥ 36 F % 68 F
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(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #3

113 # 2% 27 p
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34.

CMUHI111-
2023/3/23
RECI1-019

2305CHNO
04259

Followup

30

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

rash [Rash]

Septic shock [Septic

shock]

2,3

113 # 2% 27 p
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35.

CMUHI111-
RECI-019

2023/11/2

2311MEXO0
02106

Followup

2

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

DIABETES MELLITUS

[Diabetes mellitus]

1,2

113 # 2% 27 p
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36.

CMUHI111-
RECI-019

2023/4/29

2305CHNO
05092

Followup

16

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

febrile neutropenia [Febrile

neutropenia]

1,3

113 # 2% 27 p
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PACLITAXEL
(7684A-007 |Pneumonitis [Pneumonitis]
STUDY) Pneumonia [Pneumonia]
37 CMUHI111- 2023/3/20 2303KORO0 [Followup| (paclitaxel) Tumor necrosis [Tumour 23| a
RECI1-019 08488 15 Injection; necrosis|]
Regimen #1 |Neutropenia [Neutropenia]
#3) Anemia [Anaemia]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 2% 27 p % 41 F > % 68 F
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL
respiratory failure
CMUHI111- 2301BRAO |Followup| (7684A-007
2022/12/27 [Respiratory failure] 1,2,3
REC1-019 01196 22 STUDY)
Pneumonitis [Pneumonitis]
(paclitaxel)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

CMUHI111-| 2023/4/29 [2305CHNO |Followup|#1 ) MK-7684A |febrile neutropenia [Febrile| 1,3

113 # 2% 27 p % 42 F > % 68 F
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REC1-019

05092

17

Study (Code not
broken) ;Regime
n #l1
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

neutropenia]

40.

CMUHI111-
RECI1-019

2023/6/30

2307JPNOO
0931

Followup
22

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Interstitial lung disease

[Interstitial lung disease]

2,3

113 # 2% 27 p
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41.

CMUHI111-
RECI-019

2024/1/6

2401POLO0
5859

Initial

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;

Regimen #1

Death [Death]

113 # 2% 27 p
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42.

CMUHI111-
RECI-019

2023/11/2

2311MEXO0
02106

Followup

3

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

SEVERE RESPIRATORY

INSUFFICIENCY

[Respiratory failure]
DIABETES MELLITUS

[Diabetes mellitus]

1,2

113 # 2% 27 p
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43.

CMUHI111-
RECI-019

2023/11/2

2311MEXO0
02106

Followup

4

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

DIABETES MELLITUS

[Diabetes mellitus]

SEVERE RESPIRATORY

INSUFFICIENCY

[Respiratory failure]

1,2

113 # 2% 27 p




PRFFAETEARFRALGELA Y- FELR §
—F-LZERFZXFEEREE(C BR)

£ >R | 3EE A
R | F AP TR
2 Y5 &)

= * AE 2

i

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL respiratory failure
CMUHI111- 2401BRAO (7684A-007 [Respiratory failure]
2023/8/26 Initial
REC1-019 07593 STUDY) pulmonary infection
(paclitaxel) [Pneumonia]
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 &2 27 $ 47 F > 2
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL

Pneumonitis [Pneumonitis]

BUN increase [Blood urea
CMUHI111- 2308BRAO |Followup| (7684A-007
2023/4/24 increased]

REC1-019 07870 7 STUDY)
creatinine increase [Blood

(paclitaxel)
creatinine increased]
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 # 2% 27 p ¥ 48 7 > = 68

it
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46.

CMUHI111-
RECI-019

2023/11/2

2311MEXO0
02106

Followup

5

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

DIABETES MELLITUS

[Diabetes mellitus]

SEVERE RESPIRATORY

INSUFFICIENCY

[Respiratory failure]

1,2

113 # 2% 27 p
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL Malignant neoplasm
CMUH111- 2301BRAO |Followup| (7684A-007 progression [Malignant
2022/12/27 1,2,3
RECI1-019 01196 23 STUDY) neoplasm progression]
(paclitaxel) |Pneumonitis [Pneumonitis]
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

CMUHI111-| 2023/4/24 [2308BRAO |Followup|#1 ) MK-7684A| Other Serious Criteria: | 1,3,7

113 # 2% 27 p % 50 F > x 68 |
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REC1-019 07870 8 Study (Code not| Medically Significant
broken) ;Regime |Pneumonitis [Pneumonitis]
n #l1 renal insufficiency [Renal
#1 ) MK-7684A failure]
Study (Code not Skin Toxicity [Skin
broken) ;Regime toxicity]
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 # 2% 27 p % 51 F > = 68

it
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49.

CMUHI111-
RECI-019

2024/1/6

2401POLO0
5859

Followup

1

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;

Regimen #1

Death [Death]

113 # 2% 27 p
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50.

CMUHI111-
RECI-019

2023/3/26

2304CHNO
06509

Followup

16

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Bone marrow hypocellular

[Bone marrow failure]

Emesis [ Vomiting]

1,3

113 # 2% 27 p
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51.

CMUHI111-
RECI-019

2022/12/27

2301BRAO
01196

Followup

24

#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

Malignant neoplasm
progression [Malignant

neoplasm progression]

Pneumonitis [Pneumonitis]

1,2,3

52.

CMUHI111-

2023/8/26

2401BRAO

Followup

#1) MK-7684A

respiratory failure

113 # 2% 27 p
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REC1-019 07593 1 Study (Code not [Respiratory failure]
broken) ;Regime|  pulmonary infection
n#1 [Pneumonia]
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 # 2% 27 p % 55 F %

it
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL

Thrombocytopenia
[Thrombocytopenia]

CMUH111- 2302CHNO |Followup| (7684A-007
2023/2/9 gastrointestinal bleeding

REC1-019 06276 25 STUDY)
[Gastrointestinal

(paclitaxel)
haemorrhage]
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

CMUHI111-| 2023/8/26 [2401BRAO |Followup|#1 ) MK-7684A respiratory failure

113 # 2% 27 p ¥ 56 F > %
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REC1-019 07593 2 Study (Code not [Respiratory failure]
broken) ;Regime|  pulmonary infection
n#1 [Pneumonia]
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 & 2% 27 p % 57 o X

it
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
Thrombocytopenia
PEMETREXED
[Thrombocytopenia]
(7684A-007
White blood cell decreased
STUDY)
[White blood cell count
(pemetrexed)
decreased]
Injection;
CMUHI111- 2306COLO |Followup Neutropenia [Neutropenia)]
55. 2023/6/8 Regimen #1 2,3 A
REC1-019 07389 17 ) Lymphocyte count
decreased [Lymphocyte
PEMETREXED
count decreased]
(7684A-007
Pain in lower limbs [Pain
STUDY)
in extremity]
(pemetrexed)
Eczema [Eczema]
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 &8 2% 27 p % 58 F > % 68 F
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL Malignant neoplasm
CMUH111- 2301BRAO |Followup| (7684A-007 progression [Malignant
2022/12/27 1,2,3
RECI1-019 01196 25 STUDY) neoplasm progression]
(paclitaxel) |Pneumonitis [Pneumonitis]
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

CMUHI111-| 2023/4/24 [2308BRAO |Followup|#1 ) MK-7684A| Other Serious Criteria: | 1,3,7

113 # 2% 27 p ¥ 59 F > x 68 |




PRFFAETEARFRALGELA Y- FELR §
—F-LZERFZXFEEREE(C BR)

£ >R | 3EE A
R | F AP TR
2 Y5 &)

= F A

i

REC1-019 07870 9 Study (Code not| Medically Significant
broken) ;Regime |Pneumonitis [Pneumonitis]
n #l1 renal insufficiency [Renal
#1 ) MK-7684A failure]
Study (Code not Skin Toxicity [Skin
broken) ;Regime toxicity]
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 # 2% 27 p % 60 F > = 68

it
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58.

CMUHI111-
RECI-019

2022/12/27

2301BRAO
01196

Followup

26

broken) ;Regime

#1 ) MK-7684A
Study (Code not

n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #1
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

Pneumonitis [Pneumonitis]
Malignant neoplasm
progression [Malignant

neoplasm progression]

1,2,3

59.

CMUHI111- | 2023/11/2

2311MEXO0

Followup

#1) MK-7684A

SEVERE RESPIRATORY

1,2,3

113 # 2% 27 p
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B S Lk R )
AEHE | FAp Y VR E R 2 AE e S5 =R
B 3+ %L 5]
RECI1-019 02106 6 Study (Code not INSUFFICIENCY
broken) ;Regime [Respiratory failure]
n#1 HYPOACTIVE
#2) DELIRIUM [Delirium]
PEMETREXED DIABETIC
(7684A-007 CETOACIDOSIS
STUDY) [Diabetic ketoacidosis]
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 2% 27 p 5% 62 F % 68 |
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e | FA PP Vi E 5 2 AE KOS N - AT
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#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #l1
#1 ) MK-7684A
Study (Code not
broken) ;Regime
n #2
Other Serious Criteria:
#2)
Medically Significant
PACLITAXEL
Pneumonitis [Pneumonitis]
CMUH111- 2308BRAO |Followup| (7684A-007 1,2,3,
60. 2023/4/24 Skin Toxicity [Skin A
REC1-019 07870 10 STUDY) 7
toxicity]|
(paclitaxel)
renal insufficiency [Renal
Injection;
failure]
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
1. Ductal Carcinoma In
Situ Grade 2 Right Breast
Lower Outer Quadrant
[Intraductal proliferative )
,7:
breast lesion]
Medi
CMUHI11- Blinded
61. 2024/1/12 | 1162826 | Initial cally| A
RECI1-208 CagriSema 2. Ductal Carcinoma In
Signif]
Situ Grade 2 Right Breast
icant
Lower Outer Quadrant
Anterior [Intraductal
proliferative breast
lesion]
113 &8 2% 27 p % 63 F > % 68 F
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1. Ductal Carcinoma In
Situ Grade 2 Right Breast
Lower Outer Quadrant
[Intraductal proliferative
2,7
breast lesion]
Medi
CMUHI111- follow up Blinded
62. 2024/1/12 | 1162826 cally | A
RECI1-208 1 CagriSema 2. Ductal Carcinoma In
Signif]
Situ Grade 2 Right Breast
icant
Lower Outer Quadrant
Anterior [Intraductal
proliferative breast
lesion]
1. Ductal Carcinoma In
Situ Grade 2 Right Breast
Lower Outer Quadrant
[Intraductal proliferative
2,7:
breast lesion]
Medi
CMUHI111- follow up Blinded
63. 2024/1/8 1162826 cally| A
REC1-208 2 CagriSema 2. Ductal Carcinoma In
Signif]
Situ Grade 2 Right Breast
icant
Lower Outer Quadrant
Anterior [Intraductal
proliferative breast
lesion]
2,3,
1. cholecystitis 7:
CMUHI111- Blinded [Cholecystitis] Medi
64. 2024/2/5 1172602 | Initial A
REC1-208 CagriSema 2. Pancreatitis cally
[Pancreatitis] Signif]
icant
113 &8 2% 27 p % 64 F > % 68 F
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2,3,
7:
CMUHI111- Blinded Cholecystectomy Medi
65. 2024/2/7 1174845 Initial A
RECI1-208 CagriSema [Cholecystectomy] cally
Signif]
icant
1,2,
37
7:Imp
CMUH109- 2023A0628 |follow up| Blinded for PNEUMONITIS
66. 2023/3/14 ortant| A
RECI-150 91 1 Investigator (Pneumonitis)
medic
al
event
CMUH109- 2023A1537|follow up| Blinded for HEART FAILURE

67. 2023/71 2,3 A
REC1-150 80 2 Investigator (Cardiac failure)

CMUH109- 2023A1537|follow up| Blinded for HEART FAILURE 1,2,

68. 2023/71 A
REC1-150 80 3 Investigator (Cardiac failure) 3
CMUH109- 2023A1537|follow up| Blinded for HEART FAILURE 1,2,

69. 2023/7/1 A
RECI-150 80 4 Investigator (Cardiac failure) 3

2,3,
7:Imp
CMUH109- 2023A0358 |follow up| Blinded for SEGMENTAL COLITIS |ortant

70. 2023/2/9 A

RECI-150 66 6 Investigator (Colitis) medic
al
event
2,3,
7:Imp
CMUH109- 2023A0358|follow up| Blinded for SEGMENTAL COLITIS |ortant

71. 2023/2/8 A
REC1-150 66 7 Investigator (Colitis) medic

al
event
113 &8 2% 27 p % 65 F > % 68 |
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2,3,
7:Imp
CMUH109- 2023A0358 |follow up| Blinded for SEGMENTAL COLITIS [ortant
72. 2023/2/8 A
RECI1-150 66 8 Investigator (Colitis) medic
al
event
2,3,
7:Imp
CMUH109- 2023A0362 |follow up| Blinded for |RESPIRATORY FAILURE|ortant
73. 2023/2/9 A
RECI1-150 00 7 Investigator (Respiratory failure)  |medic
al
event
2,3,
7:
ACUTE CORONARY [Impor
CMUHI111- 2023A2125|follow up| AZD 2936/
74. 2023/9/15 SYNDROME (Acute tant | A
RECI1-225 14 1 OXALIPLATIN
coronary syndrome) medic
al
event
2,3,
7:
AZD 2936/
Impor
CMUH111- 2023A2235|follow up 5- CHEST PAIN-CARDIAC
75. 2023/9/28 tant | A
RECI1-225 65 2 FLUOROURAC (Angina pectoris)
medic
IL
al
event
2,3,
7:
AZD 2936/
Impor
CMUHI111- 2023A2235 |follow up 5- CHEST PAIN-CARDIAC
76. 2023/9/28 tant [ A
REC1-225 65 3 FLUOROURAC (Angina pectoris)
medic
IL
al
event

113 # 2 2
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27 p
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[ DSMB ii-3&:f =] AZALEA-TIMI 71_Global Memo
34 IDMC Review_signed
kAR p g I 112&07 % 21 P
[ DSMB ji-3&:E ] Memo # 34 - IDMC Review
27JUL2023 - Final signed
kAR Ep g I 112#07 % 21 P
[ 38 % >4 2 ] Anthos-ANT-006_6 months
N CMUH110- P LL 01Jan2022 to 30Jun2022_signed
REC1-044 *E5k ¥ L4 Abelacimab (MAA86S)
*E rMEEAHEF 111 & 017 01 p & 111 & 06 °
30 p
[ 3 % > 14372 ] Anthos-ANT-006 6 months
LL 01Jan2023 to 30Jun2023 signed
*E5%k ¥ L4 ¢ Abelacimab (MAA86R)
*E rMAEAHEF 112E201 7 01 p 3 112# 0670
30 p
5 CMUH112- s~ [#]
RECI1-162 *EapEi112# 07 % 20 p
CMUH109- SAARaLED
3. kR | ¥R A VI
REC1-131 .
*pEr2023 #1207 12 p
(CEIEIEI L
. CMUH109- 5 it *:R5% ¥ $» L fL * Durvalumab (MEDI4736)
REC1-150 g pMFLHPEF CII2EF052 01 p % 1127 10 7
31 p
(CEIEIEI LD
g | CMUHIO6- | - *:2ek ¥ L4 0 MOR00208
REC1-147 g pMER A HPRT 12023 & 01 F 31 p X 2023 & 07
30 p
(GEIEIEI LD
CMUH110- RS B ALX148
6. RECI-177 v AR | X AMARAHEF C112E201 % 19p 3 112 & 07 B
18 p
o p P
113 &8 2% 27 p ¥ 67 F > % 68 F
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S -t EARIAFEEREEC RR
2L
B | *§RE 1;4 FER G
1) ALX148 Biannual SUSAR Line Listing 19Jan2023 to
18Jul2023
(2% 21474 ]
*4 & 1 6-Monthly Safety Report
. CMUHI111- $1 5 *p Hp 12024 & 01 % 16 P
REC1-066 B *3#56% ¥4 ¢ 4i : Pelabresib (CP1-0610)
THARL R 12023 67 28p 3 2023 & 12 F
27 p
(2]
S
1 _CPI0610-04 Safety signal cover
letter 20240202 NHH
CMUHI111- s e . :
8 4 ®= |2 Constellation (CPI0610) Notification to
REC1-066 .
Investigators 02Feb2024
3 Signal Evaluation report Pelabresib
*poHp 12024 & 02 % 02 P
*E25% ¥ 4L Pelabresib (CPI-0610)
[ = 2447 ]
o | CMUHIIO- . *i2% 4 ¢4 ¢ Anifrolumab
REC1-201 T | fm rpERAHF I 112E 017 30 2 112 & 07
29 p
[ DSMB ;i-3%:d &)
10. CMUHI111- . *AcREEpH 12023 £ 120 11 p
RECI1-191 DSMB Meeting and Recommendation (Meeting date: 04-
Dec-2023) [11-Dec-2023]
[A&] FRFH -
FR-RBPPFEFLREE)

t#d - EE R0
7 ik (2030 4)

113 # 2% 27 p




