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FE. 1
™ € %5 | CMUH107-REC2-141(SAE-7) FFe g | KEr g
O TR RN Y SLE R SRR VREF KRR O\ RPEITYR
- B EHIE BRREGRELE 0 =& 2 Durvalumab @ %
N Gemcitabine+Cisplatin i& {7 = $ 4 24755 {5 > 3% ¥ ¥ jpr+ Durvalumab & {7
rE e WIS enoc X 22 R s B Bk s Y e
3% (NIAGARA)
Eg. 2
* ¢ %% | CMUH111-REC2-082(SAE-5) g el KL AR
PRI | LpRBPEL L LFE FRER KRR KPR
N Epcoritamab # # i &4 * e R AR A £ BT BB F LA 2
M8 R M- 38 % 1b/2 #p B iRk
FE. 3.
™€ YL CMUH111-REC2-082(SAE-6) FFrad | KRE AR
PERLF | R REBEPEL RN F FRER KR RE & T
N, Epcoritamab & * fiih g &b ¥ St e R2LP A £ N H T HREF L&
rHeaE Ha- 3% 1b/2 B B e sk
Fg. 4
* ¢ %% | CMUH111-REC2-211(SAE-2) | # %~ 2453 | jef 7 2% 2
FRAFA R P BLIFER | PRERRR R YR
N ARTEMIS: Ravulizumab * ** FsEf 1255 (CKD) & H & < w5+
WM AT G (CSA-AKI) 2 4 ¢+ 2 2 T%% ¢ (MAKE)
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#1) MK-7339
CMUH108- 2303JPNOO |Followup #2) ) )
1. 2023/3/17 Sepsis [Sepsis] 2,3 A
REC2-059 7117 7 PEMBROLIZU
MAB
CMUH109- 2023-ARC-| Follow Brain herniation
2. 2023/2/22 Pemetrexed ) 1 A
REC2-183 000065 up 5 ; 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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#1)
PEMBROLIZU
MAB
#2 ) MK-7902 Gastric bleed [Gastric
#3) haemorrhage]
CMUH109- 2212USAO0 |Followup
4, 2022/12/15 OXALIPLATIN Generalized Muscle 1,3 A
REC2-158 06951 10
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
5. 2023/5/12 ) ] 23 | A
REC2-158 04756 7 MAB [Haemorrhage intracranial]
#2 ) MK-7902
#1)
PEMBROLIZU
MAB
#2 ) MK-7902
#3) . .
CMUH109- 2303ISR00 |Followup cardiac toxicity
6. 2023/3/26 LEUCOVORIN ) o 131 A
REC2-158 9490 8 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
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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 131 A
REC2-158 06951 11
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
#1)
CAPECITABIN| sensitive neuropathy in
CMUH109- 2212CHLO |Followup .
8. 2022/11/29 E glottic spasm 2,3 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 o 13 ] A
REC2-158 9490 9 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 _ _
haemolytic anaemia]
CMUH109- 2202JPNOO |Followup #2) o
10. 2022/2/8 Hyperthyroidism 131 A
REC2-158 2881 19 PEMBROLIZU H hyroidism]
erthyroidism
MAB yp _ Y| .
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 PP _g
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
13. 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 7 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Upper digestive tract
#1) MK-7902 _
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
14, 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 8 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ] )
haemolytic anaemia]
CMUH109- 2202JPNO00 |Followup #2)
15. 2022/2/8 Hyperthyroidism 131 A
REC2-158 2881 20 PEMBROLIZU H yroidism
erthyroidism
MAB yperthy
Adrenal insufficiency
[Adrenal insufficiency]
Paralytic ileus [lleus
#1) MK-7902 itic]
paralytic
#2)
Nausea [Nausea]
PEMBROLIZU ) )
diarrhea [Diarrhoea]
MAB ) )
CMUH109- 2209ITAOQO0 |Followup Septic shock [Septic
16. 2022/9/1 #3) 1,231 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- 2202JPNO0O |Followup #2) o
17. 2022/2/8 Hyperthyroidism 1,3 A
REC2-158 2881 21 PEMBROLIZU H yroidism
yperthyroidism
MAB
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 131 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 1,3 A
REC2-158 00812 12 PEMBROLIZU )
[Immune-mediated renal
MAB
disorder]
#1) MK-7902
#2)
PEMBROLIZU
MAB Diarrhea [Diarrhoea]
#3) Sepsis (positiv to
CMUH109- 2203FRAOQ |Followup
20. 2022/3/16 LEUCOVORIN staphylocoque 23| A
REC2-158 07103 19 ) .
#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)
112 # 08 * 30 p 7 7
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2,3,
7:lmp
DURVALUMA
CMUH107- 2020SE618 |follow up ) ortant
26. 2020/5/6 B/GEMCITABI Renal failure A
REC2-141 60 6 medic
NE
al
event
1)
TALQUETAMA
CMUH111- 202306589 B FEBRILE
27. 2023/6/25 initial 23 | A
REC2-153 60(0) 2) NEUTROPENIA
DARATUMUM
AB
1)
DARATUMUM
CMUH111- 202306487 |follow-up AB 1) LIVER DISORDER
28. 2023/6/21 23 | A
REC2-153 97(2) 2 2) 2) HYPONATREMIA
TALQUETAMA
B
1)
DARATUMUM
CMUH111- 202306487 |follow-up AB 1) LIVER DISORDER
29. 2023/6/21 23 | A
REC2-153 97(3) 3 2) 2) HYPONATREMIA
TALQUETAMA
B
1
TALQUETAMA
CMUH111- 202307538 B PNEUMONIAWITH
30. 2023/7/24 initial 237 A
REC2-153 40(0) 2) SEPTIC SHOCK
DARATUMUM
AB
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1.Acute kidney injury
2.HEMATURIADUE TO
TUBE PLACEMENT Lo
TRAUMA (Haematuria 3' 4'
traumatic) Y
7:1Imp
CMUH110- 2022A3495[follow up| Blinded for 3.INTRAHOSPITAL
2022/917 ) _ |ortant
REC2-073 11 12 Investigator |PNEUMONIA (Pneumonia i
medic
4. ANEMIA (Anaemia) |
a
5.Metabolic acidosis
event
6.WORSENING OF
HYPERGLYCEMIA
(Hyperglycaemia)
2,3,
7:1mp
CMUH110- 2023A0172 . Blinded for ] ortant
2023/1/9 Initial ) Hypokalaemia )
REC2-073 07 Investigator medic
al
event
2,3,
7:1mp
CMUH110- 2023A0894 [follow up| Blinded for . ortant
2023/3/16 ) Colitis )
REC2-073 88 1 Investigator medic
al
event
2,3,
7:1mp
CMUH110- 2023A0172[follow up| Blinded for ) ortant
2023/1/9 ) Hypokalaemia )
REC2-073 07 1 Investigator medic
al
event
1.White blood cell count
CMUH110- 2023A1122 . Blinded for decreased
2023/5/12 Initial ] ) 2
REC2-073 54 Investigator 2.Neutrophil count
decreased
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2,3,
7:lmp
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 ) - | 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 ) ) 2,31 A
REC2-073 54 1 Investigator 2.Neutrophil count
decreased
2,3,
1.Colitis 7:1mp
CMUH110- 2023A0894 [follow up| Blinded for 2.Hypokalaemia ortant
39. 2023/3/16 ) - |1 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 1,21 A
REC2-073 61 Investigator ] )
(Haemorrhage intracranial)
2,3,
7:lmp
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:Imp
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,
7:1mp
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 F % 41 F > % 49 |
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1,2,
3,
MENTAL CONFUSION =
:Imp
CMUH110- 2023A1370(follow up| Blinded for DUE TO DISEASE
52. 2023/6/8 ) ortant| A
REC2-073 16 1 Investigator PROGRESSION di
medic
(Confusional state) |
a
event
CMUH110- 2023A0139(follow up| Blinded for | UNEXPLAINED DEATH
53. 2023/1/14 ) 1,2 A
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 | A
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 |1 A
REC2-073 88 6 Investigator - medic
3.Gastritis
al
event
2,3,
7:1mp
1.Hypokalaemia
CMUH110- 2023A0894 [follow up| Blinded for - ortant
56. 2023/3/16 ) 2.0esophagitis | A
REC2-073 88 7 Investigator - medic
3.Gastritis
al
event
CMUH110- 2023A1535(follow up| Blinded for LUNG INFECTION 1,2,
57. 2023/6/29 A
REC2-073 09 1 Investigator (PNEUMONIA) 3
2,3,
7:1mp
CMUH110- 2023A1575(follow up| Blinded for | EDEMAIN THE BRAIN |ortant
58. 2023/7/6 ) ) A
REC2-073 67 1 Investigator (Brain oedema) medic
al
event
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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- 2022A2795follow 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
2l 3!
) 7:lmp
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 2,3 A
REC2-208 92 1 Investigator BACTERIA (Pneumonia
bacterial)
BILLATERAL
CMUH110- 2022A4141 [follow up| Blinded for PNEUMONIA
65. 2022/9/12 2,3 A
REC2-208 92 2 Investigator BACTERIA (Pneumonia
bacterial)
CLOSTRIDIUM
CMUH110- 2023A1187 Blinded for DIFFICILE
66. 2022/8/5 Initial ) 12,3 A
REC2-208 72 Investigator |ENTEROCOLITIS(Clostri
dium difficile colitis)
1,3,
7:
Impor
CMUH110- 2023A0300 (follow up| Blinded for
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 2,3 A
REC2-208 41 2 Investigator
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2,3,
7:
) Impor
CMUH110- 2022A2142 [follow up| Blinded for
69. 20221617 ) Febrile neutropenia tant
REC2-208 76 3 Investigator ]
medic
al
event
BILLATERAL
CMUH110- 2022A4141 [follow up| Blinded for PNEUMONIA
70. 2022/9/12 2,3
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
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
REC2-083 60 Investigator 4
decreased
1.SHORTNESS OF
CMUH111- 2023A0610(follow up| Blinded for BREATH (Dyspnoea)
73. 2023/3/13 ] 1,3
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 ]
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 )
REC2-083 59 4 Investigator | 2. ANOREXIA (Decreased | 3, 4
appetite)
DOXORUBICI
CMUH110- 2023A1248 » N/ )
76. 2023/5/12 Initial Myelosuppression 2
REC2-210 28 CYCLOPHOSP
HAMIDE
112 # 08 * 30 p % 44 F > % 49 |
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DOXORUBICI | 1L.INFLAMMATION OF
CMUH110- 2023A1260 - N/ THE BRONCHUS
77. 2023/4/21 Initial 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 -
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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2,7
DOXORUBICI Impor
CMUH110- 2023A1612 . N/ ) tant
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
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