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

(7684A-007

STUDY) cardiac arrest [Cardiac
CMUHI111- 2310CHNO [Followup| (pemetrexed) arrest]

1. 2023/10/18 121 A

09556 3 Injection; Pericardial effusion

RECI1-019
Regimen #1 [Pericardial effusion]
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection;

Regimen #1

113 #1 % 3 p



PRFRFERRFIA L REL
F-LZERF-ZFHERES(C #R)

—

B

§¥-FALR ¢

Gl

% 24
3+ %L

p g

W

5]

g
it

7 5

3 AE 2

Rt
*n

e

CMUHI111-
RECI-019

2023/10/18

2310CHNO
09556

Followup

4

#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

cardiac arrest [Cardiac
arrest]
Pericardial effusion

[Pericardial effusion]

1,2
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#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;

CMUHI111- 2301BRAO |Followup| Regimen #1

RECL.019 2022/12/19 01196 18 #1) MK-7684A [Respiratory failure] 1,2,3

Study (Code not
broken);

respiratory failure

Pneumonitis [Pneumonitis]

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

Regimen #2

CMUHI111- [ 2023/1/10 |2301BRAO [Followup|#1 ) MK-7684A( Diarrhea [Diarrhoea] 1,3
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RECI1-019 05060 8 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
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#1 ) MK-7684A
Study (Code not
broken);
Pneumonitis [Pneumonitis]
Regimen #3

CMUHI111- 2308BRAO |Followup #2)
2023/4/24 increased]
RECI1-019 07870 6 PACLITAXEL
(7684A-007

STUDY)

BUN increase [Blood urea

creatinine increase [Blood

creatinine increased]

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

Injection;

Regimen #1
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#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;

CMUHI111- 2301BRAO |Followup| Regimen #1

RECL.019 2022/12/27 01196 19 #1) MK-7684A [Respiratory failure] 1,2,3

Study (Code not
broken);

respiratory failure

Pneumonitis [Pneumonitis]

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

Regimen #2

CMUHI11- | 2023/3/6 [2303CHNO |Followup|#1 ) MK-7684A| Diarrhea [Diarrhoea] 1,3
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RECI1-019 07059 11 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

113 #1 % 3 p % 40 F &

it




PRFFAREHRFRAIRRLR ¥ -FRLR ¢
“F-EERF-XFEEREE(C PR

#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;

CMUHI111- 2301BRAO |Followup| Regimen #1

RECL.019 2022/12/27 01196 20 #1) MK-7684A [Respiratory failure] 1,2,3

Study (Code not
broken);

respiratory failure

Pneumonitis [Pneumonitis]

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

Regimen #2

CMUHI111-| 2023/8/14 [2308MEXO |Followup|#1 ) MK-7684A |pneumonitis [Pneumonitis]| 1,3
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RECI1-019 05908 2 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
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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)
(pemetrexed)

CMUHI111- 2304CHNO [Followup Injection;
2023/2/16 Regimen #1 |Pneumonitis [Pneumonitis]
REC1-019 04991 21
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1
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CMUHI111-

RECI1-019

2023/3/23

2305CHNO
04259

Followup
22

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #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 #1 % 3 p
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12.

CMUHI111-
RECI-019

2023/8/14

2308MEX0
05908

Followup

3

#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]

1,3
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13.

CMUHI111-
RECI-019

2023/8/14

2308MEX0
05908

Followup

4

#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]

1,3

113 #1 % 3 p
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14.

CMUHI111-

RECI1-019

2023/3/23

2305CHNO
04259

Followup
23

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #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 #1 % 3 p
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15.

CMUHI111-

RECI1-019

2023/3/23

2305CHNO
04259

Followup
24

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #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 #1 % 3 p
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CMUHI111-

RECI1-019

2023/3/23

2305CHNO
04259

Followup
25

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #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 #1 % 3 p
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17.

CMUHI111-
RECI-019

2023/10/18

2310CHNO
09556

Followup

5

#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

cardiac arrest [Cardiac
arrest]
Pericardial effusion

[Pericardial effusion]

1,2

113 #1 % 3 p
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18.

CMUHI111-
RECI-019

2023/8/14

2308MEX0
05908

Followup

5

#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]

1,3

113 #1 % 3 p
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19.

CMUHI111-

RECI1-019

2023/3/23

2305CHNO
04259

Followup
26

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #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 #1 % 3 p
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
Suprarrenal Insufficiency
(7684A-007
[Adrenal insufficiency]
STUDY)
Syndrome of inappropriate
CMUHI111- 2306ARGO (pemetrexed)
20. 2023/5/23 Initial antidiuretic hormone 1,3 A
RECI1-019 06149 Injection;
secretion [Inappropriate
Regimen #1
antidiuretic hormone
#3)
secretion]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
CMUH110- 2023A1796 |follow up| Blinded for
21. 2023/1/27 Nephrotic syndrome L3 ] A
REC1-147 37 5 Investigator
CMUH110- 2023A1796 |follow up| Blinded for
22. 2023/1/27 Nephrotic syndrome L3 ] A
REC1-147 37 6 Investigator
BLINDED
CMUH109- E2B 90089
23. 2022/11/1 INI STUDY Thrombopenia 2 A
REC1-096 609(0)
MEDICATION
BLINDED
CMUH109- E2B 90089
24, 2022/11/1 FU1 STUDY Thrombopenia 2 A
REC1-096 609(1)
MEDICATION
BLINDED
CMUH109- E2B 90089
25. 2022/10/29 FU2 STUDY Thrombopenia 2 A
REC1-096 609(2)
MEDICATION
BLINDED
CMUH109- E2B 90089
26. 2022/10/29 FU3 STUDY Thrombopenia 2 A
REC1-096 609(3)
MEDICATION
113 & 1% 3 % 53 F > x 61 F
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BLINDED
CMUH109- E2B 90089
27. 2022/10/29 FU4 STUDY Thrombopenia 2 A
REC1-096 609(4)
MEDICATION
BLINDED
CMUH109- E2B_90089
28. 2022/10/29 FUS5 STUDY Thrombopenia 2 A
REC1-096 609(5)
MEDICATION
BLINDED
CMUH109- E2B_90089
29. 2022/10/29 FU6 STUDY Thrombopenia 2 A
REC1-096 609(6)
MEDICATION
BLINDED
CMUH109- E2B_90089
30. 2022/10/29 FU7 STUDY Thrombopenia 2 A
REC1-096 609(7)
MEDICATION
BLINDED
CMUH109- E2B 90089
31. 2022/10/30 FU8 STUDY Thrombopenia 2 A
REC1-096 609(8)
MEDICATION
BLINDED
CMUH109- Suicidal ideas, Suicide
32, 2022/12/1 [9382589(0)| IINI STUDY 2 A
REC1-096 attempts
MEDICATION
BLINDED
CMUH109- E2B 90089
33. 2022/10/29 FU9 STUDY Thrombopenia 2 A
REC1-096 609(9)
MEDICATION
BLINDED
CMUH109-
34. 2022/12/1 [9382589(1)] FU1 STUDY Suicide attempts 2 A
REC1-096
MEDICATION
BLINDED
CMUH109- E2B_90089
35. 2022/10/29 FU10 STUDY Thrombopenia 2 A
REC1-096 609(10)
MEDICATION
BLINDED
CMUH109- E2B 90089
36. 2022/10/29 FU11 STUDY Thrombopenia 2 A
REC1-096 609(11)
MEDICATION
BLINDED
CMUH109- E2B 90089
37. 2022/10/29 FUI2 STUDY Thrombopenia 2 A
REC1-096 609(12)
MEDICATION
113 #1 % 3 p % 54 F > x 61 F
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BLINDED
CMUH109- E2B 90089
38. 2022/10/29 FU13 STUDY Thrombopenia 2 A
REC1-096 609(13)
MEDICATION
BLINDED
CMUH109- E2B 90089
39. 2022/10/29 FU14 STUDY Thrombopenia 2 A
REC1-096 609(14)
MEDICATION
BLINDED
CMUH109- E2B 90089
40. 2022/10/29 FUIS STUDY Thrombopenia 2 A
REC1-096 609(15)
MEDICATION
BLINDED
CMUH109- E2B 90089
41. 2022/10/29 FUl6 STUDY Thrombopenia 2 A
REC1-096 609(16)
MEDICATION
BLINDED
CMUH109- E2B 90089
42. 2022/10/29 FU17 STUDY Thrombopenia 2 A
REC1-096 609(17)
MEDICATION
BLINDED
CMUH109- 9200730(18 Toxic drug-induced liver
43. 2020/11/2 FU18 STUDY 2 A
REC1-096 ) injury
MEDICATION
CMUHI111- 2311USA0 #1) Infusion Related Reaction
44, 2023/11/6 Initial 2 A
REC1-135 01914 CETUXIMAB | [Infusion related reaction]
CMUHI111- 2311USA0 HEMORRHAGE
45, 2023/11/6 Initial | #1 ) MK-7902 1 A
REC1-135 02462 [Haemorrhage]
CMUHI111- 2311USAO |Followup #1) Infusion Related Reaction
46. 2023/11/6 2 A
RECI1-135 01914 1 CETUXIMAB | [Infusion related reaction]
#1 ) MK-7902
CMUHI111- 2310GBRO |Followup #2) Pleuritic Pain (Chest)
47. 2023/10/13 2,3 A
RECI1-135 09818 1 PEMBROLIZU [Pleuritic pain]
MAB
CMUHI111- 2308USAO0 |Followup #1) Obstructive Pneumonia
48. 2023/8/12 1,3 A
RECI1-135 05582 2 DOCETAXEL [Pneumonia]
CMUH111- 2311USAO [Followup HYPOVOLEMIC SHOCK
49. 2023/11/6 #1 ) MK-7902 1 A
RECI1-135 02462 1 [Hypovolaemic shock]
CMUH111- 2311USAO [Followup HYPOVOLEMIC SHOCK
50. 2023/11/6 #1 ) MK-7902 1 A
RECI1-135 02462 2 [Hypovolaemic shock]
113 & 1% 3 % 55 F % 61 |
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CMUH111- 2308USAO0 [Followup #1) Obstructive Pneumonia
51. 2023/8/12 1,3 A
REC1-135 05582 3 DOCETAXEL [Pneumonia]
CMUHI111- 2311USAO |Followup #1) Infusion Related Reaction
52. 2023/11/6 2 A
RECI1-135 01914 2 CETUXIMAB | [Infusion related reaction]
CMUH111- 2311USAO [Followup HYPOVOLEMIC SHOCK
53. 2023/11/6 #1 ) MK-7902 1 A
RECI1-135 02462 3 [Hypovolaemic shock]
1. pain in the region under
right ribs [Abdominal pain L3
upper] -
7:
2. Metastatic liver
CMUHI111- Blinded Medi
54, 2023/9/20 | 1129239 Initial [Metastases to liver] A
REC1-208 CagriSema cally
3. Acute liver failure
Signif]
[Acute hepatic failure]
icant
4. Cerebral oedema [Brain
oedema]
2,3,
1. Acute cholecystitis 7:
CMUHI111- Blinded [Cholecystitis acute] Medi
55. 2023/12/3 | 1152623 Initial A
REC1-208 CagriSema 2. Positive blood culture | cally
[Blood culture positive] |Signif]
icant
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup| #1 ) MK-7902 hepatitis] 1,2,
56. 2022/12/24 A
REC1-045 11321 21 Study Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup| #1 ) MK-7902 hepatitis] 1,2,
57. 2022/12/24 A
REC1-045 11321 22 Study Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
113 & 1% 3 % 56 % 61 |
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immune-mediated hepatitis
[Immune-mediated
CMUH110- 2212BRAO |Followup| #1 ) MK-7902 hepatitis] 1,2,
58. 2022/12/24 A
RECI1-045 11321 23 Study Nephritis [Nephritis] 3
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
Death;
CMUH112- 2023A1517 Asundexian vs.
59. 2023/9/29 Initial Upper gastrointestinal L3] A
REC1-051 32 Placebo
haemorrhage
CMUHI112- 2023A1497| Follow | Asundexian vs. 2,3,
60. 2023/10/18 Haemorrhagic stroke A
REC1-051 77 up 2 Placebo 4
CMUH112- 2023A1502| Follow | Asundexian vs. Gastrointestinal
61. 2023/10/1 2 A
RECI1-051 02 up 1 Placebo haemorrhage
CMUH112- 2023A1564 Asundexian vs.
62. 2023/10/31 Initial Cerebral haemorrhage 2 A
REC1-051 07 Placebo
Death;
CMUH112- 2023A1517| Follow | Asundexian vs.
63. 2023/9/29 Upper gastrointestinal L3 A
RECI1-051 32 up 1 Placebo
haemorrhage
Basal ganglia
CMUHI112- 2023A1592 Asundexian vs. haemorrhage; 2,3,
64. 2023/11/6 Initial A
REC1-051 53 Placebo Intraventricular 4
haemorrhage
CMUHI112- 2023A1578 Asundexian vs. Gastric ulcer;
65. 2023/10/31 Initial 2,3 A
REC1-051 14 Placebo Melaena
Basal ganglia
CMUHI112- 2023A1592| Follow | Asundexian vs. haemorrhage; 2,3,
66. 2023/11/6 A
REC1-051 53 up 1 Placebo Intraventricular 4
haemorrhage
CMUH112- 2023A1592| Follow | Asundexian vs. Haemorrhagic 2,3,
67. 2023/11/6 A
REC1-051 53 up 2 Placebo transformation stroke 4
CMUHI112- 2023A1279| Follow | Asundexian vs. Death;
68. 2023/9/4 L7 A
REC1-051 79 up 2 Placebo Atrial thrombosis
CMUHI112- 2023A1592| Follow | Asundexian vs. 2,3,
69. 2023/11/6 Haemorrhagic stroke A
REC1-051 53 up 3 Placebo 4
113 & 1% 3 % 57 F % 61 |
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CMUH112- 2023A1703 Asundexian vs.
70. 2023/11/16 Initial Death 1 A
REC1-051 79 Placebo
Dieulafoy's vascular
CMUH112- 2023A1578| Follow | Asundexian vs.
71. 2023/10/31 malformation; 2,3 A
RECI1-051 14 up 1 Placebo
Melaena
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POLO00|Followup injection
72. 2023/4/22 picture of emphysema 2.3 A
REC1-156 3742 17 #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]
73. 2023/8/7 1.23] A
RECI1-156 04089 6 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO |Followup injection Myositis [Myositis]
74. 2023/8/7 2.3 A
RECI-156 04089 7 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
HU-
CMUH105- follow up 1. Deep vein thrombosis of
75. 2022/10/21 | ABBVIE- Upadacitinib 2,3 A
REC1-043 7 the left leg
4176975
HU-
CMUH105- follow up 1. Heart failure
76. 2023/3/14 | ABBVIE- Upadacitinib 1,2 ] A
RECI1-043 4 2. Atypical pneumonia
4746111
113 & 1% 3 % 58 % 61 |
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US-
CMUH105- follow up 1. Increased urine WBC,
77. 2021/1/26 | ABBVIE- Upadacitinib 2 A
REC1-043 2 high leukocyte esterase
5298690
c 0 BE- ol 1. Left pulmonary small
MUH105- ollow up
78. 2022/11/18 | ABBIVE- Upadacitinib cells carcinoma 2,31 A
REC1-043 5
4215780 2. Left pleural effusion
S 1. ST-elevation myocardial
US-
CMUH105- follow up infarction
79. 2023/7/3 | ABBVIE- Upadacitinib 2,3 A
REC1-043 6 2. Acute systolic heart
5322192
failure
CMUH110- 2023- Fuollow 1) Life threatening (LT)
80. 2023/6/9 BMS-986256-01 23 A
REC1-225 090334 up Pneumonia
1) Life threatening (LT)
CMUH110- 2023- Urinary Tract Infection
81. 2023/11/16 Initial [BMS-986256-01 23| A
REC1-225 166243 (Verbatim: Urinary
Infection)
CMUH110- 2023- Fuollow
82. 2023/1/7 BMS-986256-01| 1) Urinary tract infection | 2.3 A
REC1-225 006904 up
(k] FRPHE -
QR #F i# }i‘ is 1 IE % ﬁ
5% * ¢ % (s FEP G
- - EEL ’
(2% 242 ]
e | YRS B LA DS-8201
- - v A8k ’ ! . .
L CMUHII0-RECI-078 B vy THEFLYE M1 AE06 " 09p 3 111 #1277 08 R
*E rMERAHE 1L E 122 09p % 112& 06 08 P
(GEIEIEICE TS |
o | SR E S L4 DS-8201
- - CI <7 T AN . )
| CMUHIORECIASS 2 B g s potg 2 9@ 0 111 06 7 09 p 3 111 % 127 08 7
*E rMARLHEF L&A 122 09p 3 112& 06 % 08 F
(5]
*moR L
3 CMUHI108-REC1-125 e % - Development safety update report
DSUR Number: 8
Date of Report: 14 June 2023
[ % 2p2dp ]
_ 1 ~ [ DSUR No.9 01 Aug 2022 to 31 Jul 2023-Evobrutinib
- - My 5 -
4 CMUHI109-REC1-096 i (M2951) Blinded Executive Summary ]
PE:2023 9% 260
113 & 1% 3 % 59 F > x 61 F
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2~[20230927 M2951 BTK inhibitor pSUSAR 01-Feb-2023 to
31-Jul-2023 Investigator Alert Letter Pack ]
pE.2023 9% 27

CMUH110-REC1-203

it
|~
I

(2% 21404 ]
* % E ¢ # * Belantamab mafodotin (GSK2857916)
*E MMARL R 12023 &£ 57 01 p X 2023 & 107 31 P

CMUH106-REC1-041

i
o
|

[z =% 21442 ]
*:%2 ¢4 Filgotinib
kg PMARL WA 111 E 090 249 % 112# 09 % 23 p

CMUHI111-REC1-225

v AR

(e 242 ]
R F 4 L4 0 MEDIS752
AR AHE 1122047 11p 3 112107 10

CMUH110-REC1-094

v AR

[#]
*RoE 1 20231211-The IMP7068-101 Achieved the Milestone
and the Next Step for IMP7068

CMUH104-REC1-075

CEEEEEEEY
Rk D V1
*pEp 12019 & 047 29 p

10.

CMUH108-REC1-032

[ =% 2144 ]

*:x%% ¥ % 4i  Ribociclib (LEEO11)

kg pMARLHEF 111 E 107 Ol P % 112&03 7 31 P
*:5% % % 4i © Ribociclib (LEEO11)

kg 2MARLHF C12E04 7 01 p 2 112E09 % 30P
*:R5% % %4 © Ribociclib (LEEO11)

kg pMARLHEF D111 E08 7 26 1 112 & 08 7 25 P

11.

CMUH112-REC1-051

[z % 242 ]
RS E LA
kg PR W 120238 01 p 3 2023 & 10 % 31 p

12.

CMUHI110-REC1-247

L
s
ok

[z % 2442 ]
¥R E LA ANX007/ANX009
kg MMAR L PR I2022 # 030 23 p 3 2023 # 030 22 p

13.

CMUHI108-REC1-137

v AR

[B%x55F28 4]
#52 A 1 2018-004004-19
*pHp 12023 &£ 97 6

14.

CMUH110-REC1-060

|
(i
&

(GEIEIEICE T |

*5% ¥4 L4 * Trastuzumab

*E MM LPHE 12023 #37 25p %3 2023290 24 p
*p5% ¥4 ¢4 * Trastuzumab Emtansine

*g pMARLPF 2023 F 24 22 p F 2023 F 8% 21 p

15.

CMUH107-REC1-058

[
e
&

[z % >HR2])

* 5% ¥ 4 ¢4 * Trastuzumab

*E MR AEHE 12023 £3 7 250 3 2023 #9024 p
*iE ok %4 ¢4 1 Pertuzumab + Trastuzumab

*E 2P LPF 2023 F 4% 6p 122023 &F10% 5p

16.

CMUH109-REC1-084

|
o=
&

[ &8 % >pHp2]
*HE B LA ¢ Giredestrant
*E MM LHET 2023 £#4 % 3 p 122023 &F10% 2R

17.

CMUH109-REC1-136

(2% 242 ]
*RER E 4 LA ¢ Tildrakizumab
1.20231206 6  monthly  line

listing  09Apr23  to

113 #1 % 3 p
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18.

CMUH107-REC1-189

5k Y AL

(2= 2144 ]

1.SSR_niraparib_abiraterone acetate Blinded 23Mar2023-
22Sep2023
*R % ¥ 4L 1 CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)
*E pMARL PR 112 03 23 p 3 112& 9 22
2.SSR_niraparib_Blinded 01May2023-310ct2023
*R % ¥ 4L 1 CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)
*E AP AFLYPRF 112E205% 01 p 3 112# 107 31 p

19.

CMUHI111-REC1-118

2] F

[PSRI 8 % »{+4¢2 ]

R E S L4 A% 5 ZOSTER-049 sk ik ) 3 HiGE
o £HEFRA ERLEPES

R PR

1.2022 & 11 * 01 & 2023 & 04 * 30 p

[DSUR %4 @ 3 % 24+ { #7482 ]

FEERE P L4~ % ZOSTER-049 325 chk 89 i HigEs -
LHEERI R EPES

R PR

1.2022 # 10 * 13 p 32023 £ 10* 12 p

(] FRPH -

i

CREPFEFLRGG)

ipd  TREER)

F 87 g (20350)

113 #1 % 3 p




