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CMUH112- 2023A1497| Follow | Asundexian vs.

1. 2023/10/18 Haemorrhagic stroke 2,3 A
RECI1-051 77 up 1 Placebo
CMUHI112- 2023A1592| Follow | Asundexian vs. 1,2,3,

2. 2023/11/6 Haemorrhagic stroke A
REC1-051 53 up 4 Placebo 4
CMUH112- 2023A1736 Asundexian vs.

3. 2023/11/16 Initial Aortic aneurysm rupture | 1,2,3] A
REC1-051 77 Placebo

Dieulafoy's vascular
CMUH112- 2023A1578| Follow | Asundexian vs.
4, 2023/10/31 malformation; 23 A
REC1-051 14 up 2 Placebo
Melaena
DS-8201a
(TRASTUZUM
CMUH107- DSU-2020- [follow up
5. 2020/02/24 AB Febrile neutropenia 2341 A
RECI1-156 107230 11
DERUXTECAN
)
DS-8201a
(TRASTUZUM
CMUH107- DSU-2020- [follow up
6. 2020/02/24 AB Febrile neutropenia 234 A
RECI1-156 107230 12
DERUXTECAN
)
DS-8201a
(TRASTUZUM
CMUH107- DSU-2022- Interstitial lung
7. 2022/10/20 Initial AB 1 A
RECI1-156 135732 disease;Pneumonitis
DERUXTECAN
)
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CMUHI111-
RECI-019

2023/1/20

2302JPNO0
1810

Followup

11

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

Regimen #1

Pneumonitis [Pneumonitis]
Left lower lobe bacterial

pneumonia [Pneumonia

bacterial]

1,3
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CMUHI111-
RECI-019

2023/8/26

2401BRAO
07593

Followup

3

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

Regimen #1

respiratory failure

[Respiratory failure]

pulmonary infection

[Pneumonia]

2,3
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
Other Serious Criteria:
#2)
Medically Significant
PACLITAXEL
Pneumonitis [Pneumonitis]
CMUH111- 2308BRAO |Followup| (7684A-007 1,2,3,
10. 2023/4/24 Skin Toxicity [Skin A
REC1-019 07870 11 STUDY) 7
toxicity]|
(paclitaxel)
renal insufficiency [Renal
Injection;
failure]
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 3% 27 p % 3B F > % 69 F
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
Other Serious Criteria:
#2)
Medically Significant
PACLITAXEL
Pneumonitis [Pneumonitis]
CMUH111- 2308BRAO |Followup| (7684A-007 1,2,3,
11. 2023/4/24 Skin Toxicity [Skin A
REC1-019 07870 12 STUDY) 7
toxicity]|
(paclitaxel)
renal insufficiency [Renal
Injection;
failure]
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 3% 27 p % 36 F > x 69 F
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
Other Serious Criteria:
#2)
Medically Significant
PACLITAXEL
Pneumonitis [Pneumonitis]
CMUH111- 2308BRAO |Followup| (7684A-007
12. 2023/4/24 Skin Toxicity [Skin 1,3,71] A
REC1-019 07870 13 STUDY)
toxicity]|
(paclitaxel)
renal insufficiency [Renal
Injection;
failure]
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
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13.

CMUHI111-
RECI-019

2023/8/26

2401BRAO
07593

Followup

4

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

Regimen #1

respiratory failure

[Respiratory failure]

pulmonary infection

[Pneumonia]

2,3
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CMUHI111-
RECI-019

2023/4/24

2308BRA0
07870

Followup

14

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

Regimen #1

Pneumonitis [Pneumonitis]

Skin Toxicity [Skin

toxicity]|

renal insufficiency [Renal

failure]

1,3
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007 | SEVERE RESPIRATORY
STUDY) INSUFFICIENCY
" CMUH111- 023/11/6 2311MEXO0 [Followup| (pemetrexed) [Respiratory failure] 3] A
REC1-019 02106 7 Injection; DIABETIC
Regimen #1 CETOACIDOSIS
#3) [Diabetic ketoacidosis]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
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16.

CMUHI111-
RECI-019

2023/4/24

2308BRA0
07870

Followup

15

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

Regimen #1

Pneumonitis [Pneumonitis]

Skin Toxicity [Skin

toxicity]|

renal insufficiency [Renal

failure]

1,3
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17.

CMUHI111-
RECI-019

2023/8/26

2401BRAO
07593

Followup

5

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

Regimen #1

respiratory failure

[Respiratory failure]

pulmonary infection

[Pneumonia]

2,3
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 18
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 #3171 27 % 43 F > &
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007 DIABETIC
STUDY) CETOACIDOSIS
" CMUHI111- 023/11/6 2311MEXO0 [Followup| (pemetrexed) [Diabetic ketoacidosis] 13 A
RECI-019 02106 8 Injection; SEVERE RESPIRATORY
Regimen #1 INSUFFICIENCY
#3) [Respiratory failure]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 3% 27 p % 4 F > x 69 F
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 19
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 #3171 27 % 45 F > &
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CMUHI111-
RECI1-019

2023/1/20

2302JPNO0O
1810

Followup
12

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram;
Regimen #1
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram;
Regimen #2
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5

Pneumonitis [Pneumonitis]
Left lower lobe bacterial
pneumonia [Pneumonia

bacterial]

12,3
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milligram;
Regimen #3
#4)
PREDNISOLO
NE
(PREDNISOLO
NE) Tablet, 5
milligram;
Regimen #4
#5)
PREDNISOLO
N
(PREDNISOLO
NE) Tablet, 5

milligram;

Regimen #1

113 #3171 27
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 20
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 #3171 27 % 48 F o &
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23.

CMUHI111-
RECI-019

2023/6/24

2307KORO0
01576

Followup

7

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

Regimen #1

Malignant Neoplasm
Progression [Malignant

neoplasm progression]

1,3
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B 2 5 &
#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007 GPT Raised [Alanine
STUDY) aminotransferase
CMUHI111- 2402COLO0 (pemetrexed) increased]
24, 2024/2/13 Initial 2 A
RECI1-019 05364 Injection; GOT Raised [Aspartate
Regimen #1 aminotransferase
#3) increased]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 3% 27 p % 50 F > % 69 F
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 21
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 #3171 27 % 51 F > &
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26.

CMUHI111-
RECI-019

2023/4/24

2308BRA0
07870

Followup

16

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

Regimen #1

Pneumonitis [Pneumonitis]

Skin Toxicity [Skin

toxicity]|

renal insufficiency [Renal

failure]

1,3

113 #3171 27
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27.

CMUHI111-
RECI-019

2024/2/13

2402COLO
05364

Followup

1

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

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 #3171 27
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28.

CMUHI111-
RECI-019

2023/6/24

2307KORO0
01576

Followup

8

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

Regimen #1

Malignant Neoplasm
Progression [Malignant

neoplasm progression]

1,3

113 #3171 27
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED

(7684A-007 Sepsis [Sepsis]
STUDY) White blood cell count
CMUHI111- 2210DEUO |Followup| (pemetrexed) decreased [White blood
2022/10/14
RECI1-019 06412 14 Injection; cell count decreased]
Regimen #2 thrombopenia
#3) [Thrombocytopenia]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

113 # 3% 27 p % 55 F %

it




6@?# §%ﬁ@§mpi.

ZERY

T ERL

ES AR
(1 R)

FLLR €

* ¢ S

w2 p ¥

% 24
3+ %L

W

5]

‘Jr‘&’f

¥ 5t

FAEE

Rt
*n

i

30.

CMUHI111-
RECI-019

2023/2/13

05122

2302TURO |Followup

4

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

(paclitaxel)

Injection;

Regimen #1

pulmonary embolism

[Pulmonary embolism]

1,3 A

113 #3171 27
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007 DIABETIC
STUDY) CETOACIDOSIS
3l CMUHI111- 023/11/6 2311MEXO0 [Followup| (pemetrexed) [Diabetic ketoacidosis] 13 A
RECI-019 02106 9 Injection; SEVERE RESPIRATORY
Regimen #1 INSUFFICIENCY
#3) [Respiratory failure]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
113 # 3% 27 p % 57 F > % 69 F
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32.

CMUHI111-
RECI-019

2023/6/24

2307KORO0
01576

Followup

9

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

Regimen #1

SEVERE RESPIRATORY
INSUFFICIENCY
[Respiratory failure]

1,3

113 #3171 27
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 22
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 #3171 27 ¥ 59 F %
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RPFLFTARPREGGRANL SR BN
F-LZEZRFrA3EEREE(C 2K
B X AR | R H
AEE | H2p W Vi E 5 *AE + % [+
B 2 5 &
1.COPD 2,3,
EXACERBATION 7:
(Chronic obstructive  [Impor
CMUHI11- 2023A1398 Blinded for
34, 2023/6/15 Initial pulmonary disease) tant | A
RECI1-016 13 Investigator
2.SEVERE ALLERGIC |medci
REACTION al
(Hypersensitivity) event
1.COPD 2,3,
EXACERBATION 7:
(Chronic obstructive  [Impor
CMUH111- 2023A1398|follow up| Blinded for
35. 2023/6/15 pulmonary disease) tant | A
RECI1-016 13 1 Investigator
2.SEVERE ALLERGIC |medci
REACTION al
(Hypersensitivity) event
2,3,
45 5?
7:
CMUHI11- 2024A0151 Blinded for URINARY STONES  [Impor
36. 2024/1/17 Initial A
RECI1-016 98 Investigator (Calculus urinary) tant
medci
al
event
1.EXACERBATION OF | 2, 3,
CHRONIC 4,5,
OBSTRUCTIVE 7:
CMUHI11- 2024A0151 [follow up| Blinded for | PULMONARY DISEASE |Impor
37. 2024/1/17 A
RECI1-016 98 1 Investigator (Chronic obstructive tant
pulmonary disease) medci
2.URINARY STONES al
(Calculus urinary) event
113 # 3% 27 p % 60 F > x 69 F
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F-LZEZRFrA3EEREE(C 2K
B X AR | R H
AEE | H2p W Vi E 5 *AE %R
B 2 5 &
1.EXACERBATION OF | 2, 3,
CHRONIC 4,5,
OBSTRUCTIVE 7:
CMUHI111- 2024A0151 |follow up| Blinded for | PULMONARY DISEASE |Impor
38. 2024/1/17 A
RECI-016 98 2 Investigator (Chronic obstructive tant
pulmonary disease) medci
2.URINARY STONES al
(Calculus urinary) event
1.EXACERBATION OF | 2, 3,
CHRONIC 4,5,
OBSTRUCTIVE 7:
CMUHI11- 2024A0151 [follow up| Blinded for |PULMONARY DISEASE |Impor
39. 2024/1/17 A
RECI1-016 98 3 Investigator (Chronic obstructive tant
pulmonary disease) medci
2.URINARY STONES al
(Calculus urinary) event
#1 ) MK-3475
Study (Code not
broken)
#2) Myocardial injury
CMUH107- 2110CHNO |Followup| PACLITAXEL Malignant neoplasm
40. 2021/10/3 1,3 A
RECI1-174 07231 32 #3) progression
CYCLOPHOSP Hypopituitarism
HAMIDE
#4)
EPIRUBICIN
#1 ) BCG LIVE
BCG infection
CMUHI110- 2103TURO [Followup| (BCG live)
41. 2021/3/1 [Disseminated Bacillus 2.3 A
RECI1-156 01090 5 Powder For
Calmette-Guerin infection]
Instillation Fluid
113 # 3% 27 p % 61 F > x 69 F
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RPFSEHRFAEIGRINfE-FALRg
F-LZEZRFrA3EEREE(C 2K
)3 X >R | RE AR
AEE | H2p W Vi E 5 *AE + % [+
B 2 Y5 &
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO |Followup injection Myositis [Myositis]
42. 2023/8/7 1.23] A
RECI1-156 04089 13 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
CMUH111- 2402GBRO BLEEDING
43. 2024/1/31 Initial | #1 ) MK-7902 1 A
REC1-135 00763 [Haemorrhage]
CMUH111- 2402GBRO |Followup BLEEDING
44, 2024/1/31 #1 ) MK-7902 1 A
REC1-135 00763 1 [Haemorrhage]
HEMMORHAGIC
CMUH111- 2311USAO [Followup
45, 2023/11/6 #1 ) MK-7902 SHOCK [Shock 1 A
REC1-135 02462 5
haemorrhagic]
CMUHI111- 2402GBRO |Followup BLEEDING
46. 2024/1/19 #1 ) MK-7902 1 A
RECI-135 00763 2 [Haemorrhage]
Arterial Bleeding
(Hematemesis) [Arterial
haemorrhage]
#1)
Hypokalemia
CMUH111- 2312USAO0 [Followup | PEMBROLIZU
47. 2023/12/20 [Hypokalaemia] 2,3 A
REC1-135 08856 5 MAB
Anemia [Anaemia]
#2 ) MK-7902
Acute Respiratory Failure
with Hypoxia [Acute
respiratory failure]
CMUHI111- 2402GBRO |Followup ORAL BLEEDING
48. 2024/1/19 #1) MK-7902 1 A
REC1-135 00763 3 [Mouth haemorrhage]
MAGROLIMA
B/PLACEBO+
CMUHI111- 2023-  |follow up I~
49. 2023/9/25 VENETOCLAX|NEUTROPENIA, SEPSIS A
REC1-134 0645316 2 3
+AZACITIDIN
E
113 # 3% 27 p ¥ 62 F % 69 |
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Pneumonitis
[Pneumonitis];
CMUH110- DSJ-2023- RAMUCIRUM | Positive blood culture for
50. 2023/5/27 FU3 1 A
REC1-092 121981 AB coagulase negative
staphylococcus
[Staphylococcal infection]
DS-8201a
(TRASTUZUM
CMUH110- DSJ-2023- bilateral pneumonia
51. 2023/6/24 FU1 AB 1 A
REC1-092 125884 [Pneumonia]
DERUXTECAN
)
DS-8201a
(TRASTUZUM
CMUH110- DSJ-2023- Toxic pancytopenia
52. 2023/7/2 FU2 AB 2 A
REC1-092 127622 [Pancytopenia]
DERUXTECAN
)
DS-8201a
(TRASTUZUM
CMUH110- DSJ-2023-
53. 2023/9/19 FU5 AB DYSPNEA [Dyspnoeal] 1 A
REC1-092 139198
DERUXTECAN
)
Belantamab
CMUH110- IN2022120| Follow
54. 2022/8/14 Mafodotin Cancer 1~7] A
REC1-203 753 up 10
(GSK2857916)
(k] FATH -
QR #F i# }i‘ i 1 IE % ﬁ
=3 * 3 ¢ e
% § % A FER G
[z % 2p2ap4 ]
| *#% E 4 LA Tremelimumab
1. CMUH110-REC1-131 PR VAL
*E DML G I 1I2E 072 13 P 3 112& 107 20
p
2. CMUHI111-RECI1-010 L} 2 [ 8<% 2H3F2 ]
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& FEPZ

‘;'L #F A
* % ¥4 ¢4 © Efavaleukin Alfa

31 p

*g pMARLHRE 12023 2 07 7 01 p 3 2023 & 127

CMUH110-RECI1-120

[##]

Memo #14

A 114

*pgp 12024 & 01" 10 p

v AR

CMUH111-REC1-046

[z % 2142)
*# 5% ¥4 ¢4 Bemarituzumab
v AR R

p

*E DMARL R 12023 £ 7% 1 p 32023 & 120 31

CMUH107-REC1-105

[ % 2444 ]
*R5% ¥4 L4 © Venetoclax

T
|-
a

p

*E pMAFLEHRF 1122050 29p 3 112 & 11 ¢ 28

CMUH110-REC1-088

[ % 2444 ]
*3 5% ¥4 ¢4 Runimotamab

2
* 5% ¥4 ¢4 * Trastuzumab

\é‘a\
Jul
+

2
* 5% ¥ 4 ¢4 Tocilizumab

2

*H % ® 4 4 © Runimotamab

*E MR LHGEF 112£ 067 30p
2

)

*E pMARLEHE 1L E 120 15p 3 1128 127 14

*E PMARL P 11L& 09 2503 112 09 24

*E PMAFLHPEF 1122040 11 p 32 112 107 10

112 # 12 * 29

CMUHI111-REC1-061

(2]
*W?¢i$$§ RAEERAHFERG T

+ x’J_Ié?J
I@Mm’iﬁi \%4#g&&$¢x

P T E S 20mglvial e LR ZED

o &
3 10
2 A -

2024 F 5% S pAz>a {45 AT 10 mg/vial &
FHERE - b H LHTRBERESTHRE -

CMUH112-REC1-012

[z % 2P4p2)

e ~
*R % E ¢  Maridebart Cafraglutide
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i
*E QML YPF 2023 T 1P 3
P

2023 & 12 * 31

CMUH110-REC1-060

[z % 2142)
% E 4 LA ¢ Atezolizumab

)
o3
&

17 p

*E M ARLHF 12023 #5718 p 3

2023 & 11 *

10.

CMUH112-REC1-204

(#&]

(3 4 p ¥ dated 29Jan2024)

o AR | FPF L HRE A4 A S — > -Protocol clarification letter

11.

CMUH110-REC1-220

[z#p= 244 ]

R ELL LA A3LT

[z#p= 244 ]

R ELL LA A3LT

*E DML HPR 12022 & 12 7 26 P
25 p (6 i * SUSAR Line-Listing)
R ELL LA A3LT

*E DR LHPR 12023 & 06 7 26 P
25 p (6 i * SUSAR Line-Listing)
R ELY LA A3LT

AR | FE DPARAH R 12022 2 120 26
25 p (DSUR#09 & &% >3 4)
R ELL LA ZW2S

*E MMARLER 2023 &£ 01 % 29 p
28 p (6 i * SUSAR Line-Listing)
R ELY LA ZW2S

*E MR LERE 2023 &£ 07 7 29 P
28 p (6 i * SUSAR Line-Listing)
R ELY LA ZW2S

*E DMIELHREF 2022 & 07 7 29
28 p (DSUR#07 & &% >13R%)

3 2023 & 06 *

32023 & 122

32023 # 122

32023 & 7"

32024 & 1%

3 2023 # 07 °*

12.

CMUH103-REC1-063

[z % 2]

Y
ﬂm
H

p

*HE E 4 - ¢ Olaparib (AZD2281, KU-0059436)
*E pMARL PR Il E 127 16p 3 112# 060 15

*HE E 4 ¢4 ¢ Olaparib (AZD2281,KU-0059436)
*E pMAFL R 112206 16p 3

112 & 12 " 15
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13.

CMUH112-RECI1-163

[« 2iap ]

*% ¥4 L4 * Sotorasib

*E pMARA WA 12020F 07 F 01 p X 2023 F 122
31 p

14.

CMUHI110-RECI1-114

T
|-
a

(< 2iap ]

*:g H ¥ 4L 0 0C-99282 SUSAR line listing

*E pMIRLHEF C112E 072 16 P 2 113 & 01 % 15
2

IR & #£ + CC-220 DSUR

*E pMARLHEF CIILE 107 19p 3 112# 10 7 18
2

*% F 4 L4 1 CC-220 SUSAR line listing

*E pMARLHEF C112E 04 % 19p 3 112 # 10 ¢ 18
2

15.

CMUH110-REC1-094

v AR

(##]
*OF AL B H L AR 3(25Feb2024)

16.

CMUHI111-REC1-134

g
|~
I3

[ DSMB i+ i ]
FARGEpE 12024 & 027 02 p
DMC Recommendation Letter 02 Feb 2024
(79 wilawisan]
¥R p Hp 12023 & 080 18 p
Dear Investigator letter Pause on screening of potential
patients for ENH-2 and ENH-3 18Aug2023
*E o p Hp 12023 & 090 25 p
Dear Investigator letter  Termination of ENHANCE-2 study
due to futility 25Sep2023
*E S p Hp 12024 & 020 06 P
Dear Investigator Letter regarding DMC
recommendations_06 Feb 2024
¥R S p Hp 12024 & 020 07 P
Dear Investigator Letter regarding permanent clinical
hold 07 Feb2024
*E S p Hp 12024 & 020 09 p
Annex to Early Termination Form for ENHANCE-
3 09Feb2024

113 #3171 27




6@#% §%w@§mpiﬁﬂiﬁg% $LLR €
CERFEXFREREEC 2K

A -

BB

R

)J_i
EIE =8

FEPF

¥ p Hp 12024 & 020 09 p
GS-US-590-6154 Aza/Vene guidance 09Feb2024

17.

CMUH112-REC1-036

v AR

[ % 2p2ap4 ]

*% F 4 LA 1 PF-06946860 (Ponsegromab)
P ELHRE

02-Aug-2023 ~01-Feb-2024

18.

CMUH110-RECI1-194

EC

*x A 1 06Mar2024

19.

CMUHI109-REC1-172

iR

(2% 2142 ]
*R5% ¥ 4 L4 Selpercatinib (LY3527723)
g pMARAEPR 12022237 31 p 3 2022 & 117
g p

+ Selpercatinib (LY3527723) Blinded Investigator Line
Listing, Approval Date: 21-Dec-2022
*R5% ¥ 4 LA Selpercatinib (LY3527723)
*g PSR LEPR 12022 &2 11 9p 12023 &5 8
p

+ Selpercatinib (LY3527723) Blinded Investigator Line
Listing, Approval Date: 30-Jun-2023
*R5% ¥ 4 L4 Selpercatinib (LY3527723)
*E MR L R 12023 &5 9p 32023 & 117 8
p

« Selpercatinib (LY3527723) Blinded Investigator Line
Listing, Approval Date: 22-Dec-2023

20.

CMUH111-REC1-020

ENEY

(544 a)
R A 1 06Mar2024

21.

CMUHI111-REC1-072

[H]

RF D ARRRPARRERLE LI RFE S
VR A P AT S0 1,000 A o

18505 009033 2 X 3# & 3 ] L > FEHLIES P4
W%ﬁj‘%"‘ lfﬁpﬂmﬁ*“j*/ki’}zﬁ' HFERAT
5 %3000 % o

TR B ENREA  RE P %Y 009033 X Rk
EFaxrgEy TI 5 5% 1,000~ 3 4238 3,000
i’”?%#ﬂ?ﬂ?ﬁ@*i?%i&%ﬁﬁ@%%

PRk B LRI RERRPIEZ £
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22.

CMUH112-REC1-079

o}

o

[ % 2p2ap4 ]

* % ¥4 ¢4 Satralizumab

*E rMARL WA 12023 F 04 % 07 P X 2023 & 10 *
06 p

23.

CMUHI111-RECI1-121

it

(#x+%E2% 2]
R A VIO
*p 4 12024 & 027 28 P

24.

CMUH110-REC1-092

v AR

[z 242 ]

*HEE B L4 0 DS-8201a (TRASTUZUMAB
DERUXTECAN)

*g PSR LERE 12022 & 127 09 p 2 2023 & 06 7
08 p

*HEER B L4 0 DS-8201a (TRASTUZUMAB
DERUXTECAN)

*g pMARLERE 12023 2067 09 p 3 2023 & 127
08 p

25.

CMUH109-REC1-164

v AR

[z 248 2]

*#% ® 4 ¢ #  REGORAFENIB

*g pMAELERE 12023 2 107 01 p 3 2023 & 127
31 p

26.

CMUH112-REC1-142

g
|~
I3

(2% 21474 ]

*E% B LA ¢ Tocilizumab

*E rMHARLHRF 12023 #4 7 11 p X 2023 F 107
10 p

*E % # ¥ 4L ¢ Rituximab

*E rMERA WA 120235 18 p 3 2023 & 11 ¢*
17 p

*H % ¥4 L4 * Glofitamab

*E rMIELWHREF 202367 19p 3 2023 & 12 7
18 p

*iEok %4 ¢4 * Polatuzumab Vedotin

*E rMIRL MR 12023 8% 4p 32024 %2 3P

217.

CMUH109-REC1-107

T
|~
ﬂ

[ =% 2144 ]
*H % ¥4 LA © Venetoclax
*E QPR ALPF I12E052 29p 2 112 & 11 * 28
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