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18. 2025/1/29 follow up 8 INFLAMMATORY A
RECI1-095 015841(8) MIDE 3~7
RESPONSE SYNDROME
(Suspect)
- Not Recovered/Not
Resolved/Ongoing
4) BRONCHOSPASME ) -
Recovered/Resolved
1) MULTIPLE ORGAN
DYSFUNCTION
SYNDROME
1) BLINDED
- Fatal 1~
CMUH113- 2025- GOLCADO
19. 2025/2/10 follow up 8 2) ACUTE 2~ A
REC1-095 021563(8) MIDE
GASTROENTERITIS |3~7
(Suspect)
(Acute gastroenteritis -
Not Recovered/Not
Resolved/Ongoing
1) BLINDED
1) FEBRILE
CMUH113- 2025- GOLCADO 2~
20. 2025/3/5 Initial NEUTROPENIA - A
RECI1-095 035295(8) MIDE 3~7
Recovered/Resolved
(Suspect)
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1) ABDOMINAL SEPTIC
SHOCK , Septic shock -
Fatal
2) ANEMIA -
Recovered/Resolved
1) BLINDED 3)
CMUH113- 2025- GOLCADO | THROMBOCYTOPENIA | 1 »
21. 2025/3/14 follow up 5 A
REC1-095 042495(5) MIDE - Recovered/Resolved |3 ~7
(Suspect) | 4) PAIN IN RIGHT LEG
AT THE FINGERTIPS
PRESSURE SUSPECTED
OF DEEP VEIN
THROMBOSIS , Deep
vein thrombosis
1) SEPSIS
1) BLINDED
2) FEBRILE
CMUH113- 2025- GOLCADO 2~
22. 2025/4/9 follow up 3 NEUTROPENIA- Not A
REC1-095 054216(3) MIDE 3~7
Recovered/Not
(Suspect)
Resolved/Ongoing
1) SEPSIS-
1) BLINDED
Recovered/Resolved
CMUH113- 2025- GOLCADO 2~
23. 2025/4/9 follow up 4 2) FEBRILE A
REC1-095 054216(4) MIDE 3~7
NEUTROPENIA-
(Suspect)
Recovered/Resolved
1) BLINDED
1) DIARRHEA- Not
CMUH113- 2025- GOLCADO
24, 2025/4/14 follow up 2 Recovered/Not 231 A
REC1-095 056322(2) MIDE
Resolved/Ongoing
(Suspect)
114 & 10 ® 15 p % 30 - % 38 T
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25.

CMUH113-
REC1-095

2025/4/28

2025-
062203(1)

follow up 1

1) BLINDED
GOLCADO
MIDE
(Suspect)

1) DISSEMINATED
INTRAVASCULAR
COAGULATION- Fatal
2) SEPSIS- Not
Recovered/Not
Resolved/Ongoing
3) ACQUIRED
HYPOGAMMAGLOBULI
NAEMIAImmunodeficienc
y
common variable- Not
Recovered/Not

Resolved/Ongoing

3~7

26.

CMUH113-
RECI1-095

2025/4/28

2025-
062203(2)

follow up 2

1) BLINDED
GOLCADO
MIDE
(Suspect)

1) SEPSIS - Not
Recovered/Not
Resolved/Ongoing
2) ACQUIRED
HYPOGAMMAGLOBULI
NAEMIA ,
Immunodeficiency
common variable - Not
Recovered/Not
Resolved/Ongoing
3) DISSEMINATED
INTRAVASCULAR
COAGULATION,
Disseminated intravascular

coagulation - - Fatal

27.

CMUH113-
REC1-095

2025/5/1

2025-
065646(1)

follow up 1

1) BLINDED
GOLCADO
MIDE

1) NEUTROPENIC
COLITIS-

Recovered/Resolved

(Suspect)

2.
3~7

114 # 10 * 15 p
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1) BLINDED
CMUH113- 2025- GOLCADO 1) SYNCOPE- 2~
28. 2025/5/6 Initial A
REC1-095 066207(0) MIDE Recovered/Resolved 3~7
(Suspect)
1) BLINDED
CMUH113- 2025- GOLCADO 1) SYNCOPE- 2~
29. 2025/5/6 follow up 1 A
REC1-095 066207(1) MIDE Recovered/Resolved 3~7
(Suspect)
1) BLINDED| 1) PLATELET COUNT
CMUH113- 2025- GOLCADO DECREASED- Not
30. 2025/5/7 Initial 231 A
REC1-095 067702(0) MIDE Recovered/Not
(Suspect) Resolved/Ongoing
1) BLINDED
1) PLATELET COUNT
CMUH113- 2025- GOLCADO
31. 2025/5/7 follow up 2 DECREASED- 23| A
RECI1-095 067702(2) MIDE
Recovered/Resolved
(Suspect)
1) BLINDED
1) FEBRILE
CMUH113- 2025- GOLCADO 2~
32. 2025/5/10 Initial NEUTROPENIA- A
REC1-095 068827(0) MIDE 3~7
Recovering/Resolving
(Suspect)
1) BLINDED
1) LEUKOPENIA- Not
CMUH113- 2025- GOLCADO 2~
33. 2025/5/8 Initial Recovered/Not A
REC1-095 071088(0) MIDE 3~7
Resolved/Ongoing
(Suspect)
1) DECREASED WHITE
BLOOD CELL COUNT
1) BLINDED 2) DECREASED
CMUH113- 2024- GOLCADO | PLATELET COUNTS-
34. 2024/12/13 follow up 12 231 A
REC1-095 195101(12) MIDE Recovered/Resolved
(Suspect) |3) NEUTROPHIL COUNT
DECREASED-
Recovered/Resolved
114 & 10 ® 15 p ¥ 32 F % 38 T
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Haemophagocytic
CMUH114- 2025CN002 syndrome
35. 2025/8/25 follow up 2 | AZD4205 23| A
REC1-079 41 [Haemophagocytic
lymphohistiocytosis]
LIFE THREATENING
CMUH112- 100003493
36. 2025/7/24 Initial RO0452294 FEBRILE 2,3 A
REC1-142 66
NEUTROPENIA
LIFE THREATENING
CMUH112- 100003493
37. 2025/7/24 Initial | RO5541077 FEBRILE 2,3 A
REC1-142 66
NEUTROPENIA
CMUH112- 100003493
38. 2024/12/30 follow up 4 [ RO7082859 | FATAL PNEUMONIA L3 A
RECI1-142 66
CMUH112- 100003493
39. 2024/12/30 follow up 4 | RO0452294 [ FATALPNEUMONIA | 1,3 | A
REC1-142 66
LIFE THREATENING
CMUH112- 100003493
40. 2024/12/25 follow up 3 [ RO0452294 LUNG INFECTION- L3 A
RECI1-142 66
PNEUMONIA
LIFE THREATENING
CMUH112- 100003493
41. 2025/7/24 follow up 1 [ RO5541077 FEBRILE 2,3 A
RECI1-142 66
NEUTROPENIA
LIFE THREATENING
CMUH112- 100003493
42. 2025/7/24 follow up 1 | RO0452294 FEBRILE 2,3 A
REC1-142 66
NEUTROPENIA
CMUH112- 100003493 LIFE THREATENING
43. 2025/8/10 follow up 1 [ RO4877533 2,3 A
RECI1-142 66 SEPSIS
CMUH112- 100003493
44, 2025/8/22 Initial RO0452294 COLITIS L3 A
RECI1-142 66
CMUH112- 100003493
45. 2025/8/22 Initial | RO5541077 COLITIS L3 A
RECI1-142 66
CMUH112- 100003493 FATAL CARDIAC
46. 2025/8/22 Initial RO7082859 L3 A
RECI1-142 66 ARREST
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
47. 2023/7/3 ab vs 2,3 A
RECI1-046 3117360 21 NEUTROPENIA [Febrile
placebo
neutropenia]
114 & 10 ® 15 p $ 33 F 0 & &
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GASTRIC ENTERITIS
bemarituzum [Gastroenteritis]
CMUHI111- CANCT202| Follow up
48. 2023/7/3 ab vs FEBRILE 2,3 A
REC1-046 3117360 22
placebo NEUTROPENIA [Febrile
neutropenia]
bemarituzum
Other Serious Criteria:
ab vs 2,
Medically Significant,
placebo 7:Me
Medically Important
CMUHI111- CHNCT202 (Code not dicall
49, 2023/7/5 Follow up 7 ALLERGIC REACTION A
RECI1-046 4134029 broken) ; y
[Hypersensitivity]
Oxaliplatin Impor
ALLERGIC REACTION
(Oxaliplatin) tant
[Hypersensitivity]
Infusion
bemarituzum
Other Serious Criteria:
ab vs 2,
Medically Significant,
placebo 7:Me
Medically Important
CMUHI111- CHNCT202 (Code not dicall
50. 2023/7/5 Follow up 8 ALLERGIC REACTION A
RECI1-046 4134029 broken) ; y
[Hypersensitivity]
Oxaliplatin Impor
ALLERGIC REACTION
(Oxaliplatin) tant
[Hypersensitivity]
Infusion
bemarituzum
Other Serious Criteria:
ab vs 2,
Medically Significant,
placebo 7:Me
Medically Important
CMUHI111- CHNCT202 (Code not dicall
51. 2023/7/5 Follow up 9 ALLERGIC REACTION A
RECI1-046 4134029 broken) ; y
[Hypersensitivity]
Oxaliplatin Impor
ALLERGIC REACTION
(Oxaliplatin) tant
[Hypersensitivity]
Infusion
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
52. 2023/7/3 ab vs 2,3 A
RECI1-046 3117360 16 NEUTROPENIA [Febrile
placebo
neutropenia]
114 # 10 * 15 p % 34 F > % 38 F
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GASTRIC ENTERITIS
bemarituzum
CMUH111- CANCT202| Follow up [Gastroenteritis] FEBRILE
53. 2023/7/3 ab vs 23| A
REC1-046 3117360 17 NEUTROPENIA [Febrile
placebo
neutropenia]
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
54, 2023/7/3 ab vs 2,3 A
REC1-046 3117360 18 NEUTROPENIA [Febrile
placebo
neutropenia]
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
55. 2023/7/3 ab vs 231 A
REC1-046 3117360 19 NEUTROPENIA [Febrile
placebo
neutropenia]
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202( Follow up [Gastroenteritis] FEBRILE
56. 2023/7/3 ab vs 231 A
REC1-046 3117360 20 NEUTROPENIA [Febrile
placebo
neutropenia]
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
57. 2023/7/3 ab vs 2,3 A
REC1-046 3117360 21 NEUTROPENIA [Febrile
placebo
neutropenia]
GASTRIC ENTERITIS
bemarituzum
CMUHI111- CANCT202| Follow up [Gastroenteritis] FEBRILE
58. 2023/7/3 ab vs 2,3 A
REC1-046 3117360 22 NEUTROPENIA [Febrile
placebo
neutropenia]
Other Serious Criteria:
bemarituzum 2,
Medically Significant,
ab vs 7:Me
Medically Important
CMUH111- CHNCT202 placebo; dicall
59. 2024/7/5 Follow up 5 ALLERGIC REACTION A
REC1-046 4134029 Oxaliplatin y
[Hypersensitivity]
(Oxaliplatin) Impor
ALLERGIC REACTION
Infusion; tant
[Hypersensitivity]
114 # 10 * 15 p % 35 F > % 38 F
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Other Serious Criteria:
bemarituzum 2,
Medically Significant,
ab vs 7:Me
Medically Important
CMUHI111- CHNCT202 placebo; dicall
60. 2024/7/5 Follow up 6 ALLERGIC REACTION A
RECI1-046 4134029 Oxaliplatin y
[Hypersensitivity]
(Oxaliplatin) Impor
ALLERGIC REACTION
Infusion; tant
[Hypersensitivity]
Other Serious Criteria:
bemarituzum 2,
Medically Significant,
ab vs 7:Me
Medically Important
CMUHI111- CHNCT202 placebo; dicall
61. 2024/7/5 Follow up 7 ALLERGIC REACTION A
REC1-046 4134029 Oxaliplatin y
[Hypersensitivity]
(Oxaliplatin) Impor
ALLERGIC REACTION
Infusion; tant
[Hypersensitivity]
Other Serious Criteria:
bemarituzum 2,
Medically Significant,
ab vs 7:Me
Medically Important
CMUHI111- CHNCT202 placebo; dicall
62. 2024/7/5 Follow up 8 ALLERGIC REACTION A
REC1-046 4134029 Oxaliplatin y
[Hypersensitivity]
(Oxaliplatin) Impor
ALLERGIC REACTION
Infusion; tant
[Hypersensitivity]
Other Serious Criteria:
bemarituzum 2,
Medically Significant,
ab vs 7:Me
Medically Important
CMUHI111- CHNCT202 placebo; dicall
63. 2024/7/5 Follow up 9 ALLERGIC REACTION A
REC1-046 4134029 Oxaliplatin y
[Hypersensitivity]
(Oxaliplatin) Impor
ALLERGIC REACTION
Infusion; tant
[Hypersensitivity]
CMUH109- 100002918
64. 2023/11/14 follow up 2 [ RO4991855 FATAL DYSPNOEA L3 A
REC1-084 48
CMUH109- 100002918
65. 2023/11/14 follow up 2 [ RO4897779 FATAL DYSPNOEA L3 A
REC1-084 48
CMUH109- 100002918
66. 2023/11/14 follow up 2 | RO7197597 | FATALDYSPNOEA | 1,3 | A
REC1-084 48
(k] FATiH -
114 # 10 * 15 p % 36 F > # 38 F
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CMUH112-REC1-204

v ALk

[z 2134 ])

*REEY L ONO-4578

g 2P AR BRI 2024 £ 07 7 04 3 2025 E
07 * 03 p

*x pMAFL AP 1202509 0 01 p

CMUHI110-REC1-220

v AR

(2% 2R ]

*REREY LA BGB-A317

X pPAF LW 12024 # 127 26 3 2025 E 6
" 25 p (SUSAR 6MLL)

*iRs e LA 1 ZW25

*% DMARA MR 12025 10 29 P 3 2025 & 7
" 28 p (SUSAR 6MLL)

CMUHI110-REC1-098

(EEIEIEIEE S

*:8% %4 #4L © Anifrolumab

*% pHAELYF 142017 309 3 114 £ 07
29 p

CMUHI110-REC1-224

(2= 2idpd ]

*:E% % 4~ ¢ # : Finerenone vs. Placebo

*g pMARLHREF 120252067 01 p % 2025 &
08 % 31 p

CMUHI112-REC1-193

EEEEEELED
*5x & 1 ASNDO0038  Synopsis Clinical Study
Report 1.0, 05-Aug-2025
*pE 114 & 087 05 p

CMUH109-REC1-107

[z = >4 ])

*RB S L Venetoclax

*g PMERLHF I3 E 1L 29p 3 114 & 05
528 P

CMUHI112-RECI1-196

[z =% 2p42]

*RE B LA 0 MK-5684

kg MMAR MR 12025 027 08 p & 2025 &
08 7 07 p

CMUHI110-REC1-045

EER

[ 24r2 ]

*R B 4L - MK-7902 LENVATINIB

*E rMAFLHEF 120242 080 13 p 3 2025 &
02 7% 12p

CMUH104-REC1-015

F 2y

(k=52 i 4]
*u & Interim/ Final
*pHp D 110E 06 % 25p /114 & 02 2 24 p

10.

CMUHI114-REC1-086

v AR

[z =% 2p2]
¥R F L4 BDC-4182
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*E >MIFLEHREF 12025 %02 26 p 1 2025 &
08 # 26 p
[Fx=+%%L%24]
11. | CMUHI109-RECI1-178 | @ A8k | *5% % 1.0
*p Hp 2024 & 05 % 01 p
(2% 2R ]
oy | TEEER L
12. | CMUHIO8-RECI-125 | 5 &1 |, ¢ i‘tﬁﬁ%jﬂ_@ 12024 £ 05 % 01 p % 2025 &
04 % 30 p
(#]
*m % ¢ 2.Expedited Safety Report:
13. | CMUH108-REC1-125 | % @4 gl)é(ﬁg—00000847_Follow—up2_2—Jul—2025_Fina1
(2)2025-00000847 Follow-up3 29-Jul-2025 Final
CIOMS
[ 242 ]
*R B L4 - MORF-057
*E rMIFLEHREF 12025F 027 08 p I 2025 &
08 * 08 p
Line Listing of Suspected Unexpected Serious Adverse
14. | CMUHI111-RECI-191 | % =¥ | Reactions (Reporting period: from 08-Feb-2025 to 08-

Aug-2025)

*E rMAFLHRE 12024 080 08 p 3 2025 &
08 7 08 p

DSUR #5 (Development Safety Update Report #5,
Reporting period: from 08-Aug-2024 to 08-Aug-2025)
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