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#1) MK-7339
CMUH108- 2303JPNO0O |Followup #2) ] )
1. 2023/3/17 Sepsis [Sepsis] 23| A
REC2-059 7117 7 PEMBROLIZU
MAB
CMUH109- 2023-ARC-| Follow Brain herniation
2. 2023/2/22 Pemetrexed . 1 A
REC2-183 000065 up5 ; Ischaemic stroke
upper gastrointestinal
hemorrhage [Upper
#1) gastrointestinal
OXALIPLATIN haemorrhage]
CMUH109- 2202CHNO |Followup
3. 2022/1/24 #2) Decreased platelet count | 1,3 | A
REC2-158 05243 19
CAPECITABIN | [Platelet count decreased]
E malignant neoplasms
progression [Malignant
neoplasm progression]
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CMUH109-
REC2-158

2022/12/15

2212USA0
06951

Followup
10

#1)
PEMBROLIZU
MAB
#2') MK-7902
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Gastric bleed [Gastric
haemorrhage]
Generalized Muscle
Weakness [Muscular

weakness]

1,3

CMUH109-
REC2-158

2023/5/12

2305CHNO
04756

Followup
7

#1)
PEMBROLIZU
MAB
#2') MK-7902

Intracranial hemorrhage

[Haemorrhage intracranial]

2,3

CMUH109-
REC2-158

2023/3/26

2303ISR00
9490

Followup
8

#1)
PEMBROLIZU
MAB
#2') MK-7902
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

cardiac toxicity

[Cardiotoxicity]

13
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#1)
PEMBROLIZU
MAB
#2 ) MK-7902 Gastric bleed [Gastric
#3) haemorrhage]
CMUH109- 2212USAO0 |Followup )
7. 2022/12/12 OXALIPLATIN Generalized Muscle 13 ] A
REC2-158 06951 1
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
#1)
CAPECITABIN| sensitive neuropathy in
CMUH109- 2212CHLO |Followup ]
8. 2022/11/29 E glottic spasm 23 [ A
REC2-158 00470 3
#2) [Laryngospasm]
OXALIPLATIN
#1)
PEMBROLIZU
MAB
#2 ) MK-7902
#3) o
CMUH109- 2303ISR00 |Followup cardiac toxicity
9. 2023/3/26 LEUCOVORIN S 13| A
REC2-158 9490 9 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ) )
haemolytic anaemia]
CMUH109- 2202JPNO00 |Followup #2) N
10. 2022/2/8 Hyperthyroidism 13| A
REC2-158 2881 19 PEMBROLIZU H hyroidism]
yperthyroidism
MAB

Adrenal insufficiency

[Adrenal insufficiency]
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#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
11. 2023/5/12 ) ] 23 | A
REC2-158 04756 8 MAB [Haemorrhage intracranial]
#2 ) MK-7902
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
12. 2023/5/12 23 [ A
REC2-158 04756 9 MAB [Haemorrhage intracranial]
#2 ) MK-7902
Upper digestive tract
#1) MK-7902 ]
bleeding [Upper
CMUH109- 2302COLO [Followup #2) ] )
13. 2023/2/1 gastrointestinal 131 A
REC2-158 00869 7 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Upper digestive tract
#1) MK-7902 ]
bleeding [Upper
CMUH109- 2302COLO [Followup #2) ] )
14. 2023/2/1 gastrointestinal 131 A
REC2-158 00869 8 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902
haemolytic anaemia]
CMUH109- 2202JPNOO |Followup #2) o
15. 2022/2/8 Hyperthyroidism 1,3 A
REC2-158 2881 20 PEMBROLIZU o
[Hyperthyroidism]
MAB
Adrenal insufficiency
[Adrenal insufficiency]
Paralytic ileus [lleus
#1 ) MK-7902 _
paralytic]
#2)
Nausea [Nausea]
PEMBROLIZU _ _
diarrhea [Diarrhoea]
MAB _ _
CMUH109- 2209ITAQO |Followup Septic shock [Septic
16. 2022/9/1 #3) 123] A
REC2-158 1510 23 shock]
CAPECITABIN
. DECREASED
POTASSIUM [Blood
#4) )
potassium decreased]
OXALIPLATIN

Fever [Pyrexia]
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Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ) ]
haemolytic anaemia]
CMUH109- 2202JPNOO |Followup #2) o
17. 2022/2/8 Hyperthyroidism 13| A
REC2-158 2881 21 PEMBROLIZU H hyroidism]
yperthyroidism
MAB ) o
Adrenal insufficiency
[Adrenal insufficiency]
#1) MK-7902
#2)
PEMBROLIZU
MAB Gastric bleed [Gastric
#3) haemorrhage]
CMUH109- 2212USAO0 |Followup
18. 2022/12/15 OXALIPLATIN Generalized Muscle 1,3 A
REC2-158 06951 12
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
Acute renal injury
#1) MK-7902
secondary to
CMUH109- 2306CHLO |Followup #2) ]
19. 2023/5/29 immunotherapy 131 A
REC2-158 00812 12 PEMBROLIZU ]
[Immune-mediated renal
MAB ]
disorder]
#1) MK-7902
#2)
PEMBROLIZU
MAB Diarrhea [Diarrhoea]
#3) Sepsis (positiv to
CMUH109- 2203FRAO |Followup
20. 2022/3/16 LEUCOVORIN staphylocoque 23| A
REC2-158 07103 19 ] o
#4) epidermidis)
OXALIPLATIN| [Staphylococcal sepsis]
#5)
5-FLUOROUR
ACIL
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upper gastrointestinal
hemorrhage [Upper
#1) gastrointestinal
OXALIPLATIN haemorrhage]
CMUH109- 2202CHNO |Followup
21, 2022/1/24 #2) Decreased platelet count | 1,3 | A
REC2-158 05243 20
CAPECITABIN | [Platelet count decreased]
E malignant neoplasms
progression [Malignant
neoplasm progression]
Acute renal injury
#1) MK-7902
secondary to
CMUH109- 2306CHLO [Followup #2) ]
22. 2023/5/29 immunotherapy 1,3 A
REC2-158 00812 13 PEMBROLIZU ]
[Immune-mediated renal
MAB ]
disorder]
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
23. 2023/5/12 23 [ A
REC2-158 04756 10 MAB [Haemorrhage intracranial]
#2 ) MK-7902
upper gastrointestinal
hemorrhage [Upper
#1) gastrointestinal
OXALIPLATIN haemorrhage]
CMUH109- 2202CHNO |Followup
24, 2022/1/24 #2) Decreased platelet count | 1,3 | A
REC2-158 05243 21
CAPECITABIN | [Platelet count decreased]
E malignant neoplasms
progression [Malignant
neoplasm progression]
1.WORSENING OF
GEMCITABIN ANEMIA (Anaemia)
CMUH107- 2020SF272 |follow up
25. 2020/7/16 E/ 2.WORSENING OF 2,3 A
REC2-141 00 3
CISPLATIN | THROMBOCYTOPENIA
(Thrombocytopenia)
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26.

CMUH107-
REC2-141

2020/5/6

2020SE618
60

follow up
6

DURVALUMA
B/GEMCITABI
NE

Renal failure

2,3,
7:lmp
ortant
medic

al

event

27.

CMUH111-
REC2-153

2023/6/25

202306589
60(0)

initial

1)
TALQUETAMA
B
2)
DARATUMUM
AB

FEBRILE

NEUTROPENIA

2,3

28.

CMUH111-
REC2-153

2023/6/21

202306487
97(2)

follow-up
2

1)
DARATUMUM
AB
2)
TALQUETAMA
B

1) LIVER DISORDER
2) HYPONATREMIA

2,3

29.

CMUH111-
REC2-153

2023/6/21

202306487
97(3)

follow-up
3

1
DARATUMUM
AB
2)
TALQUETAMA
B

1) LIVER DISORDER
2) HYPONATREMIA

2,3

30.

CMUH111-
REC2-153

2023/7/24

202307538
40(0)

initial

1)
TALQUETAMA
B
2)
DARATUMUM
AB

PNEUMONIAWITH
SEPTIC SHOCK

2,37
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1.Acute kidney injury
2.HEMATURIADUE TO
TUBE PLACEMENT Lo
TRAUMA (Haematuria 3' 4'
traumatic) Y
) 7:Imp
CMUH110- 2022A3495[follow up| Blinded for 3.INTRAHOSPITAL
2022/917 ) _ |ortant] A
REC2-073 11 12 Investigator |PNEUMONIA (Pneumonia i
medic
4. ANEMIA (Anaemia) |
a
5.Metabolic acidosis
event
6.WORSENING OF
HYPERGLYCEMIA
(Hyperglycaemia)
2,3,
7:Imp
CMUH110- 2023A0172| Blinded for _ ortant
2023/1/9 Initial . Hypokalaemia | A
REC2-073 07 Investigator medic
al
event
2,3,
7:Imp
CMUH110- 2023A0894 [follow up| Blinded for N ortant
2023/3/16 ] Colitis A
REC2-073 88 1 Investigator medic
al
event
2,3,
7:Imp
CMUH110- 2023A0172[follow up| Blinded for ) ortant
2023/1/9 ) Hypokalaemia | A
REC2-073 07 1 Investigator medic
al
event
1.White blood cell count
CMUH110- 2023A1122 - Blinded for decreased
2023/5/12 Initial ] ) 2 A
REC2-073 54 Investigator 2.Neutrophil count
decreased
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2,3,
7:1Imp
CMUH110- 2021A8669 [follow up| Blinded for 1. Febrile neutropenia |ortant
36. 2021/12/8 ) ) A
REC2-073 20 6 Investigator 2.Hypotension medic
al
event
2,3,
1.Colitis 7:lmp
CMUH110- 2023A0894 [follow up| Blinded for 2.Hypokalaemia ortant
37. 2023/3/16 ] N A
REC2-073 88 2 Investigator 3.0esophagitis medic
4.Gastritis al
event
1.White blood cell count
CMUH110- 2023A1122 |follow up| Blinded for decreased
38. 2023/5/12 ] ) 2,3 A
REC2-073 54 1 Investigator 2.Neutrophil count
decreased
2,3,
1.Colitis 7:lmp
CMUH110- 2023A0894 [follow up| Blinded for 2.Hypokalaemia ortant
39. 2023/3/16 ] N A
REC2-073 88 3 Investigator 3.0esophagitis medic
4.Gastritis al
event
CMUH110- 2023A0051 [follow up| Blinded for
40. 2022/12/24 Cachexia 1 A
REC2-073 81 2 Investigator
CMUH110- 2022A2795[follow up| Blinded for HEART FAILURE
41, 2022/8/1 ) ) ) 2,3 A
REC2-073 81 2 Investigator (Cardiac failure)
INTRACRANIAL
CMUH110- 2023A1247 Blinded for
42, 2023/5/26 Initial ] HEMORRHAGE L2 A
REC2-073 61 Investigator . .
(Haemorrhage intracranial)
2,3,
7:Imp
CMUH110- 2023A0172[follow up| Blinded for ) ortant
43. 2023/1/9 ) Hypokalaemia | A
REC2-073 07 2 Investigator medic
al
event
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INTRACRANIAL
CMUH110- 2023A1247 [follow up| Blinded for
44, 2023/5/26 HEMORRHAGE 1,2 A
REC2-073 61 1 Investigator . )
(Haemorrhage intracranial)
CMUH110- 2022A2141[follow up| Blinded for ) ]
45, 2022/6/5 Febrile neutropenia 2,3 A
REC2-073 03 2 Investigator
2,3,
7:1mp
CMUH110- 2023A0172[follow up| Blinded for ortant
46. 2023/1/9 . Hypokalaemia | A
REC2-073 07 3 Investigator medic
al
event
1,2,
MENTAL CONFUSION - | 3,
PROGRESSIVE 7:Imp
CMUH110- 2023A1370 Blinded for
47. 2023/6/8 Initial DISEASE WITH INJURY |ortant| A
REC2-073 16 Investigator
ON THALAMUS medic
(Confusional state) al
event
2,3,
7:Imp
CMUH110- 2023A0894 [follow up| Blinded for ] ortant
48. 2023/3/16 ) Hypokalaemia A
REC2-073 88 4 Investigator medic
al
event
INTRACRANIAL
CMUH110- 2023A1247|follow up| Blinded for HEMORRHAGE
49, 2023/5/26 ) 1,2 A
REC2-073 61 2 Investigator (Haemorrhage
intracranial)
CMUH110- 2023A1534 Blinded for Upper gastrointestinal
50. 2023/7/3 Initial ) 2,3 A
REC2-073 06 Investigator haemorrhage
CMUH110- 2023A1535 Blinded for LUNG INFECTION
51. 2023/6/29 Initial 2,3 A
REC2-073 09 Investigator (PNEUMONIA)
112 # 08 * 30 p ¥ 41 F - £ 49 |
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1,2,
31
MENTAL CONFUSION |
:Imp
CMUH110- 2023A1370(follow up| Blinded for DUE TO DISEASE
52. 2023/6/8 ortant
REC2-073 16 1 Investigator PROGRESSION g
medic
(Confusional state) |
a
event
CMUH110- 2023A0139(follow up| Blinded for | UNEXPLAINED DEATH
53. 2023/1/14 ] 1,2
REC2-073 00 2 Investigator (Death)
2,3,
7:Imp
1.Hypokalaemia
CMUH110- 2023A0894 [follow up| Blinded for ortant
54, 2023/3/16 . 2.0esophagitis )
REC2-073 88 5 Investigator - medic
3.Gastritis
al
event
2,3,
7:Imp
1.Hypokalaemia
CMUH110- 2023A0894 [follow up| Blinded for ortant
55. 2023/3/16 ) 2.0esophagitis )
REC2-073 88 6 Investigator - medic
3.Gastritis
al
event
2,3,
. 7:Imp
) 1.Hypokalaemia
CMUH110- 2023A0894 [follow up| Blinded for . ortant
56. 2023/3/16 ) 2.0esophagitis )
REC2-073 88 7 Investigator - medic
3.Gastritis
al
event
CMUH110- 2023A1535(follow up| Blinded for LUNG INFECTION 1,2,
57. 2023/6/29 .
REC2-073 09 1 Investigator (PNEUMONIA) 3
2,3,
7:1mp
CMUH110- 2023A1575(follow up| Blinded for | EDEMA IN THE BRAIN |ortant
58. 2023/7/6 ) ) )
REC2-073 67 1 Investigator (Brain oedema) medic
al
event
112 # 08 * 30 p % 42 F 49 7
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CMUH110- 2023A1583(follow up| Blinded for 1.Hypokalaemia
59. 2023/7/9 ) ) 2,3 A
REC2-073 20 1 Investigator 2.Hypovolaemic shock
CMUH110- 2023A1534 [follow up| Blinded for Upper gastrointestinal
60. 2023/7/3 2,3 A
REC2-073 06 1 Investigator haemorrhage
CMUH110- 2022A2795|follow up| Blinded for HEART FAILURE
61. 2022/8/1 ] ] ] 2,3 A
REC2-073 81 3 Investigator (Cardiac failure)
CMUH110- 2023A1583(follow up| Blinded for 1.Hypokalaemia
62. 2023/6/11 ] ] 2,3 A
REC2-073 20 2 Investigator 2.Hypovolaemic shock
2,3,
] 7:Imp
) 1.Hypovolaemic shock
CMUH110- 2023A1583(follow up| Blinded for ortant
63. 2023/6/11 2.DIARRHEA (Diarrhoea) A
REC2-073 20 3 Investigator . medic
3.Dehydration
al
event
BILLATERAL
CMUH110- 2022A4141 [follow up| Blinded for PNEUMONIA
64. 2022/9/12 ) 12,3 A
REC2-208 92 1 Investigator BACTERIA (Pneumonia
bacterial)
BILLATERAL
CMUH110- 2022A4141 [follow up| Blinded for PNEUMONIA
65. 2022/9/12 ) 12,3 A
REC2-208 92 2 Investigator BACTERIA (Pneumonia
bacterial)
CLOSTRIDIUM
CMUH110- 2023A1187 Blinded for DIFFICILE
66. 2022/8/5 Initial 2,3 A
REC2-208 72 Investigator |ENTEROCOLITIS(Clostri
dium difficile colitis)
1,3,
I
. Impor
CMUH110- 2023A0300[follow up| Blinded for o
67. 2023/2/2 ) Hepatic failure tant [ A
REC2-208 85 2 Investigator )
medic
al
event
CMUH110- 2022A4095 [follow up| Blinded for
68. 2022/12/10 Septic shock 2,31 A
REC2-208 41 2 Investigator
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2,3,
7:
Impor
CMUH110- 2022A2142[follow up| Blinded for ) ]
69. 2022/6/7 Febrile neutropenia tant [ A
REC2-208 76 3 Investigator )
medic
al
event
BILLATERAL
CMUH110- 2022A4141 [follow up| Blinded for PNEUMONIA
70. 2022/9/12 2,3 A
REC2-208 92 3 Investigator BACTERIA (Pneumonia
bacterial)
1.SHORTNESS OF
BREATH (Dyspnoea)
CMUH111- 2023A0610(follow up| Blinded for
71. 2023/3/13 2.ANOREXIA (Decreased | 1,3 | A
REC2-083 59 1 Investigator )
appetite)
3.Fatigue
] 1.Febrile neutropenia
CMUH111- 2023A0859 Blinded for 2,3,
72. 2023/4/11 Initial 2.White blood cell count A
REC2-083 60 Investigator 4
decreased
1.SHORTNESS OF
CMUH111- 2023A0610(follow up| Blinded for BREATH (Dyspnoea)
73. 2023/3/13 ) 1,3 A
REC2-083 59 2 Investigator | 2. ANOREXIA (Decreased
appetite)
1.SHORTNESS OF
CMUH111- 2023A0610(follow up| Blinded for BREATH (Dyspnoea) 1,2,
74. 2023/3/13 ) A
REC2-083 59 3 Investigator | 2.ANOREXIA (Decreased | 3, 4
appetite)
1.SHORTNESS OF
CMUH111- 2023A0610(follow up| Blinded for BREATH (Dyspnoea) 1,2,
75. 2023/3/13 ) A
REC2-083 59 4 Investigator | 2.ANOREXIA (Decreased | 3, 4
appetite)
DOXORUBICI
CMUH110- 2023A1248| N/ _
76. 2023/5/12 Initial Myelosuppression 2 A
REC2-210 28 CYCLOPHOSP
HAMIDE
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DOXORUBICI | 1.INFLAMMATION OF
CMUH110- 2023A1260 N/ THE BRONCHUS
77. 2023/4/21 Initial N 2,3 A
REC2-210 97 CYCLOPHOSP (Bronchitis)
HAMIDE 2.Myelosuppression
2,3,
7.
ACUTE CORONARY
TRASTUZUM Impor
CMUH110- 2022A4108(follow up INSUFFICIENCY
78. 2022/12/16 AB/ tant | A
REC2-210 69 3 (Coronary artery
PACLITAXEL o medic
insufficiency)
al
event
TRASTUZUM |DECREASED PLATELET
CMUH110- 2023A1339 N
79. 2023/6/7 Initial AB COUNT (Platelet count 2 A
REC2-210 32
DERUXTECAN decreased)
1,3,
7.
DOXORUBICI
Impor
CMUH110- 2023A1242 [follow up N/ NEUMONITIS
80. 2023/5/26 . tant | A
REC2-210 32 2 CYCLOPHOSP (Pneumonitis) )
medic
HAMIDE
al
event
2,3,
7
ACUTE CORONARY
TRASTUZUM Impor
CMUH110- 2022A4108 [follow up INSUFFICIENCY
81. 2022/12/16 AB/ tant | A
REC2-210 69 4 (Coronary artery )
PACLITAXEL ] o medic
insufficiency)
al
event
1,3,
7.
DOXORUBICI
Impor
CMUH110- 2023A1242 [follow up N/ NEUMONITIS
82. 2023/5/26 tant | A
REC2-210 32 3 CYCLOPHOSP (Pneumonitis) )
medic
HAMIDE
al
event
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83. 2023/7/10 Initial Neutropenia A
REC2-210 68 CYCLOPHOSP medic
HAMIDE al
event
2,7
DOXORUBICI Impor
CMUH110- 2023A1612[follow up N/ ) tant
84. 2023/7/10 Neutropenia | A
REC2-210 68 1 CYCLOPHOSP medic
HAMIDE al
event
[ARk] B APH -
x~ FREEAER
4
B o £ T Al FREP B
[(FH=+%%2% 4]
1. CMUH110-REC2-175 BpATE | A 120
*p dp 12023 & 03 # 07 p
[k %FLH 4]
2. | CMUH110-REC2-141 | p&t# | *=4 : 2.0
*p #p 12023 & 03 # 08 p
(2% 2142 ]
3. | CMUH108-REC2-010 | v ##iR | *3&% %4 ¢ 4L : Ponatinib / Iclusig®
* p AR L @R 02022 & 12 % 14 p 3 2023 # 06 * 13 p
(2% 2142 ]
4. | CMUH107-REC2-141 | 3k-“#%L | *3#% 4 ¢4 : Durvalumab (MEDI4736)
*E pPAFLPEF 1122012 13p 3 112204 ° 3008
[#4]
FRFIATEREATEA L2220 15 pzR oA KRR
FRREE oo o f ARk 2 H R # 5 —Xolair®
(omalizumab) solution for injection 150 mg/mL (1 mL) prefilled
syringe (PFS)*+#t ¢ & 2 FAB AT #1ci| 3 b » KE & %
5. | CMUH110-REC2-250 | & ins | SEITMRT2RB AL > 0 I 282 SR & Xolar® 2

Novartis Pharma GmbH # ¢ > & F ¥ 1 2 3% 7 &
DHS00001100283 % = 3§ ¥+ & # 2_ % 1% fz  Genentech Inc. # 4p
foRTHENP AL 2 2 T R o

FA A Fk 4 ¢ 4 Novartis Pharma GmbH ¥ Genentech
Inc.& Fr 71 2 ¥t PR % Xolair® z- #l:d fy » AN P25 |
FF &iEr B & 3F P T A s Novartis Pharma GmbH 2 i
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FANF

Fuzo AW 2 0 g 5] 9 Genentech Inc.* 2w b & F 2 ¥ G
P o ¥ o AP EANEIF - LR Ee
AR ER TR ELHBEUEREFTEY §TLE
ERFAEFIGL RERF AR P L X R KR A
PAET A RFGRLY BAR RS PAE R e

Tesk 3417 B 2 5% TR F S % 1E3=6 >4 Novartis Pharma
GmbH W e >t S8 > ¥ X5 X 2R3 5480
FABREL FHFTHEFLFTF 6 ol B ER
RETEREZ REL & PR T 2 Bk
FLF > RAPECBENFTERL IR L TR
Novartis Pharma GmbH %% 2. 44 & & -

A Amfl3ne 112 & 4 7 13 p 3 < $a A7 @ id B Novartis
Pharma GmbH ® 7|+ b ie v B &2 ¢ o

CMUH106-REC2-098

LIkt

CTEEYE T
*:x% ¥4 %4 : Durvalumab (MEDI4736)
*F pMAPAHEF 112010 13p 3 112£047 30p

CMUH110-REC2-171

whe
[
2]

(== 244 ]
*:85% % 4 ¢4 © Darolutamide
*p MMAFA W 1122019 01 p 3 112& 079 31p

CMUH109-REC2-183

(2% 24 ]

ARCUS_AB122 Six Month SUSAR Line
Listings_01Jan2023-30Jun2023_19Jul2023

*ER & LA ¢ zimberelimab (AB122)

*H AMARLYPF 1122012 01p 3 112#06 % 30 0P
ARCUS_AB154 Six Month SUSAR Line
Listings_01Jan2023-30Jun2023_19Jul2023

*# 5% ¥4 ¢4 - domvanalimab (AB154)

*ErPHEIHE

112201 *» 01p I 112#06"* 30p

ARC-10_Gap Pack_Site_108806_Part1

ARC-10_Gap Pack_Site_108806_Part2

ARC-10_Gap Pack_Site_108806_Part3

*iE5 ¥4 4L ¢ zimberelimab (AB122) and domvanalimab
(AB154)

*ErMAFLYPF L ELL? 21p 2 112E07 % 11 p

CMUH104-REC2-065

[z% 2842 ]

*:5% ¥4 ¢4 : Durvalumab (MEDI4736)

*E rPMFLHPHF 1L £07 2 13p 2 112F047 30
(##]

*n % @ BR31 Safety Summary Report - FDA 2023Jun13

10.

CMUH111-REC2-153

T
lL
B

[ 2P ]
- INJ-54767414 (daratumumab) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARS);
PERIOD COVERED BY THIS REPORT:
16 November 2022 to 15 May 2023

11.

CMUH111-REC2-007

T
lL
B

[ DSMB ;3% i &)
*lgio i pd 112& 072 14 p

12.

CMUH108-REC2-166

T
lL
B

BEIEELGEH]
*i A ¢ Amendment 1
*pHp 12023 £ 057 09 p

13.

CMUH111-REC2-211

[z 2p2)

112 # 08 * 30 p
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*E%kE S L ALXN1210
*E rMIFLHF 1122012 01 p 3 112206 * 300P
[#]
*hE G MARWEARE € (H s F5d 3% 11)F B Epoetin alfa
wug kMR R EARE 4 9752 iR 2 potential serious
breach - 82 5 82 4 » %éﬁﬁiéﬁfﬁﬁt‘ mRFL AR e A
.. | % % FE% potential serious breach % ¢ & B3 4 > A=t g B 4%
14. | CMUH107-REC2-138 | %25 | [R5 (RN A T T 1 potenfal serious breach #p B 3t
SNSLEE Z TR 2 TR AR M o AT AR 1 R s R
Eae S REE R L A L S R R e
02 SR o
A #F 4 i3 3 Dear Investigator Letter dated July 11, 2023
[ % 2444 ]
15. | CMUH110-REC2-208 | % & %7 | *3#5% # 4 % L - Datopotamab deruxtecan (DS-1062a)
*E rMARLAHF 111 E 112 17p 3 112# 05 16 P
[##=]
16. | CMUH109-REC2-108 | v 4k | 1. 3® Bk 3 x4 p # : July 25, 2023
2.SRC ¢ #HAIMFAL % 4 p & : July 20, 2023
(CEIEIEI LD
SUSAR Line Listing
17. | CMUH110-REC2-048 A | FRRES LA
BRII-835 (VIR-2218) 2 BRII-179 (VBI-2601)
*% »MEAR£4 PR L 01-Jan-2023 & 30-Jun-2023
[#&]
R LIRS P PR
18. | CMUH108-REC2-082 | #i# 4 jj;?ffﬁm:m #12701n 3 2023857 3L
Tipifarnib SUSAR Line Listings_01Dec2022 to
31May2023 Blinded
[ < 2144 ]
19. | CMUH110-REC2-210 | X &%F | *3#5% %4 & 4L : Trastuzumab Deruxtecan (DS-8201a, T-DXd)
*E rMARLYF 111 #1202 09p 1 112F06 % 08 F
(GEIEEI LD
20. | CMUH110-REC2-073 | % &4 | *:2% &4 ¢4 - DS-8201a (Trastuzumab deruxtecan)
*E rMAFLYPRF 111 #1202 09p % 112206 % 08 p
[z = 2444 ]
*i&% & L ¢ Tiragolumab
21. | CMUH109-REC2-195 éiﬁﬁiﬁ’%, *E rMEARL MR 12022 & 10 22 p % 2023 & 4% 21 P
*R% E P L4 Atezolizumab
*E rMARL YR 12022 F 110 18p 3 2023 &F 5 17
(2525t 4 4]
*3x & 1 0no-4538-37_CSR synopsis part 2_EN_31Jul2023
Translation from En to Ch (TW) dated 20230817
22. | CMUH105-REC2-079 | v st | b % 7 112# 0872 177

*5x & ONO-4538-37 Multicenter, Randomized Study in Patients
with Unresectable Advanced or Recurrent Gastric Cancer Re:
Notification of submission of Clinical Study Report

*p g 111 #=08* 05¢p

(3R] FEPHE -

112 # 08 * 30 p
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