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#1) MK-7902
(lenvatinib
mesylate) Haemoptysis
L CMUH111- 2022/5/2 2205GBRO |Followup #2) [Haemoptysis] 3l A
REC1-135 01365 21 PEMBROLIZU Liver capsular pain
MAB [Hepatic pain]
(pembrolizumab
)
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(pembrolizumab
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difficile infection]

—F- LS ERF LG R EREE( RKR)
Flaeumn |s2om | 5HF 2R Came 3 age w4 |20
e % L 5
#1) MK-7902
(lenvatinib DIARRHEA [Diarrhoea]
mesylate) renal insufficiency [Renal
) CMUH111- 2023/4/28 2305ESPO0 [Followup #2) failure] 13 A
REC1-135 2598 11 PEMBROLIZU malignant neoplasm
MAB progression [Malignant
(pembrolizumab| neoplasm progression]
)
#1) MK-7902
(lenvatinib Bleeding (ORAL
mesylate) CAVITY) [Mouth
3 CMUH111- 2023/3/17 2303ROUO0 |Followup #2) haemorrhage] ’3 A
REC1-135 07028 15 PEMBROLIZU clostridium difficile
MAB infection [Clostridium
(pembrolizumab difficile infection]
)
#1) MK-7902
(lenvatinib Bleeding (ORAL
mesylate) CAVITY) [Mouth
. CMUH111- 2023/3/17 2303ROUO0 |Followup #2) haemorrhage] ’3 A
REC1-135 07028 16 PEMBROLIZU clostridium difficile
MAB infection [Clostridium
(pembrolizumab difficile infection]
)
#1) MK-7902
(lenvatinib Bleeding (ORAL
mesylate) CAVITY) [Mouth
5 CMUH111- 2023/3/17 2303ROUO0 |Followup #2) haemorrhage] 23 A
REC1-135 07028 17 PEMBROLIZU clostridium difficile
MAB infection [Clostridium
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#1) MK-7902
(lenvatinib Bleeding (ORAL
mesylate) CAVITY) [Mouth
CMUH111- 2303ROUO0 |Followup #2) haemorrhage]
6. 2023/3/17 23 [ A
REC1-135 07028 18 PEMBROLIZU clostridium difficile
MAB infection [Clostridium
(pembrolizumab difficile infection]
)
2,3,
7:1mp
CMUH110- 2023A0470(follow up| Blinded for SADDLE EMBOLISM |ortant
7. 2023/2/22 ) ) A
REC1-004 31 2 Investigator (Embolism) medic
al
event
2,3,
4]
7:1mp
CMUH110- 2023A0724 [follow up| Blinded for
8. 2023/3/27 Putamen haemorrhage |ortant] A
REC1-004 49 1 Investigator ]
medic
al
event
21
7:1mp
CMUH110- 2023A1651 Blinded for ortant
9. 2023/7/8 Initial Pneumonitis A
REC1-004 76 Investigator medic
al
event
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1.Peritonitis
2.MULTIFACTORIAL
ACUTE LIVER FAILURE
TRASTUZUM | (Acute hepatic failure)
CMUH109- 2022A3172[follow up 1,2,
10. 2022/8/31 AB 3.E. COLI-ASSOCIATED A
REC1-115 55 6 3,4
DERUXTECAN BACTERIAL
PYELONEFRITIS
(Escherichia
pyelonephritis)
1.Peritonitis
2.MULTIFACTORIAL
ACUTE LIVER FAILURE
TRASTUZUM | (Acute hepatic failure)
CMUH109- 2022A3172 [follow up 1,2,
11. 2022/8/31 AB 3.E. COLI-ASSOCIATED A
REC1-115 55 7 3,4
DERUXTECAN BACTERIAL
PYELONEFRITIS
(Escherichia
pyelonephritis)
1.Aspartate
CMUH109- 2023A1050 Blinded for [aminotransferase increased
12. 2023/5/2 Initial 2,31 A
REC1-150 63 Investigator |2.Alanine aminotransferase
increased
1.Aspartate
CMUH109- 2023A1050follow up| Blinded for |aminotransferase increased
13. 2023/5/2 ) ) ) 2,31 A
REC1-150 63 1 Investigator |2.Alanine aminotransferase
increased
1.Aspartate
CMUH109- 2023A1050follow up| Blinded for |aminotransferase increased
14. 2023/5/2 2,3 A
REC1-150 63 2 Investigator  |2.Alanine aminotransferase
increased
CMUH109- 2023A0228[follow up| Blinded for
15. 2022/11/5 Liver abscess 2,3 | A
REC1-150 54 4 Investigator
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1.INCREASED ALANINE
AMINOTRANSFERASE
2.INCREASED
ASPARTATO ) 3
AMINOTRANSFERASE |
7:1Imp
) 3.INCREASED
CMUH109- 2023A1502 Blinded for otant
16. 2023/6/25 Initial ) ALKALINE A
REC1-150 91 Investigator medic
PHOSPHATASE |
a
4.INCREASED
event
BILIRUBIN
5.INCREASED
GAMMA-GLUTAMYL
TRANSFERASE
CMUH109- 2023A1050(follow up| Blinded for o
17. 2023/5/2 ) Hepatotoxicity 2,3 A
REC1-150 63 3 Investigator
1,2,
31
7:1mp
CMUH109- 2023A0362 |follow up| Blinded for ) ]
18. 2023/2/9 . Respiratory failure otant| A
REC1-150 00 2 Investigator )
medic
al
event
1.INCREASED ALANINE
AMINOTRANSFERASE
2.INCREASED
ASPARTATO )3
AMINOTRANSFERASE |
7:1mp
] 3.INCREASED
CMUH109- 2023A1502 [follow up| Blinded for otant
19. 2023/6/25 ] ALKALINE A
REC1-150 91 1 Investigator medic
PHOSPHATASE |
a
4.INCREASED
event
BILIRUBIN
5.INCREASED
GAMMA-GLUTAMYL
TRANSFERASE
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1.INCREASED
GAMMA-GLUTAMYL
TRANSFERASE
2.INCREASED ALANINE ) 3
AMINOTRANSFERASE |
7:1Imp
) 3.INCREASED
CMUH109- 2023A1502 [follow up| Blinded for otant
20. 2023/6/25 ) ASPARTATO A
REC1-150 91 2 Investigator medic
AMINOTRANSFERASE |
a
4.INCREASED
event
ALKALINE
PHOSPHATASE
5.INCREASED
BILIRUBIN
CMUH108- NVSC2023|follow up| Ribociclib Bone pain; Bone pain;
21. 2022/8/unk ) 23 [ A
REC1-032 FR157460 1 (LEEO011) Bone pain
Oxaliplatin
(OXALIPLATI
N)
CMUH110- ONO-2023-|follow up| )
22. 2023/3/9 Injection;Capeci | GENERAL WEAKNESS | 1 A
REC1-195 018276 2 )
tabine
(CAPECITABI
NE) Tablet
Oxaliplatin
(OXALIPLATI
CMUH110- ONO-2023-|follow up N) OTHER:Other
23. 2023/3/2 o ) ) 2 A
REC1-195 018969 1 Injection; Tegafu medically imp.
r-Gimeracil-Oter
acil Potassium
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ONO-4538
(NIVOLUMAB)
Injection;Ipilimu
mab
(IPILIMUMAB)
Injection;Capeci ) o
CMUH110- ONO-2022-|follow up ) Other Serious Criteria:
24. 2022/9/22 tabine ) ) 1 A
REC1-195 031842 5 Other medically imp.
(CAPECITABI
NE)
Tablet;Oxaliplati
n
(OXALIPLATI
N) Injection
Oxaliplatin
(OXALIPLATI
CMUH110- ONO-2023-|follow up N) Other Serious Criteria:
25. 2023/3/20 o ) ) 2 A
REC1-195 018969 2 Injection;Tegafu| Other medically imp.
r-Gimeracil-Oter
acil Potassium
Other Serious Criteria:
Medically important
condition;SEPSIS;NEUTR
OPHIL COUNT
Oxaliplatin
DECREASED;DIARRHE
(OXALIPLATI
N) A;FEBRILE
CMUH110- ONO-2022-|follow up NEUTROPENIA;ANAEM
26. 2022/11/7 Injection;Capeci 1 A
REC1-195 034862 25 bi IA;PLATELET COUNT
tabine
DECREASED;ENTEROC
(CAPECITABI
OLITIS
NE) Tablet
INFECTIOUS;STOMATIT
IS/IMUCOSITIS
ORAL;ATRIAL
FIBRILLATION
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Oxaliplatin
(OXALIPLATI
N) ASPERGILLUS
CMUH110- ONO-2023-|follow up
27. 2022/11/10 Injection;Capeci AG;COLONIC 1 A
REC1-195 014168 4
tabine PERFORATION
(CAPECITABI
NE) Tablet
ONO-4538
(NIVOLUMAB)
Injection; Tegafu
ONO-2022-
r-Gimeracil-Oter
CMUH110- 025163 - ) Other Serious Criteria:
28. 2022/6/12 Initial acil 1 A
REC1-195 (2022-0614 ) | Other medically imp.
Potassium;Oxali
75) )
platin
(OXALIPLATI
N) Injection
Oxaliplatin
(OXALIPLATI
N) o
CMUH110- ONO-2023-|follow up| | Other Serious Criteria:
29. 2023/3/9 Injection;Capeci ) ) 1 A
REC1-195 018276 3 ) Other medically imp.
tabine
(CAPECITABI
NE) Tablet
Neutrophil count
decreased;Diarrhoea;Febril
Oxaliplatin
e
(OXALIPLATI _ _
N) neutropenia;Anaemia;Plate
CMUH110- ONO-2022-|follow up| ) let count
30. 2022/11/7 Injection;Capeci . 1 A
REC1-195 034862 26 ) decreased;Enterocolitis
tabine ) ) .
infectious; Mucositis
(CAPECITABI
oral;Atrial
NE) Tablet R )
fibrillation;Acute kidney
injury
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Oxaliplatin
(OXALIPLATI
CMUH110- ONO-2023-|follow up N) Other Serious Criteria:
3L 2023/3/20 o ) ) 2 A
REC1-195 018969 3 Injection;Tegafu| Other medically imp.
r-Gimeracil-Oter
acil Potassium
Oxaliplatin
(OXALIPLATI
N) o
CMUH110- ONO-2023-|follow up| = | Other Serious Criteria:
32. 2022/11/10 Injection;Capeci . ) 1 A
REC1-195 014168 5 ) Other medically imp.
tabine
(CAPECITABI
NE) Tablet
ONO-4538
(NIVOLUMAB)
Injection;Ipilimu
mab
(IPILIMUMAB)
CMUH110- ONO-2023-|follow up| Injection;Oxalip| Other Serious Criteria:
33. 2023/2/28 ) ) ) 2 A
REC1-195 017364 3 latin Other medically imp.
(OXALIPLATI
N)

Injection; Tegafu
r-Gimeracil-Oter

acil Potassium
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34.

CMUH110-
REC1-195

2023/2/28

ONO-2023-
017364

follow up
4

ONO-4538
(NIVOLUMAB)
Injection;Ipilimu

mab
(IPILIMUMAB)
Injection;Oxalip

latin
(OXALIPLATI

N)
Injection; Tegafu
r-Gimeracil-Oter

acil Potassium

Other Serious Criteria:

Other medically imp.

35.

CMUH110-
REC1-195

2023/4/5

ONO-2023-
020332

follow up
2

Oxaliplatin
(OXALIPLATI
N)
Injection;Capeci
tabine
(CAPECITABI
NE) Tablet

Other Serious Criteria:

Other medically imp.

36.

CMUH110-
REC1-195

2023/4/5

ONO-2023-
020332

follow up
3

Oxaliplatin
(OXALIPLATI
N)
Injection;Capeci
tabine
(CAPECITABI
NE) Tablet

Other Serious Criteria:

Other medically imp.

37.

CMUH110-
REC1-195

2023/4/5

ONO-2023-
020332

follow up
4

Oxaliplatin
(OXALIPLATI
N)
Injection;Capeci
tabine
(CAPECITABI
NE) Tablet

Other Serious Criteria:

Other medically imp.

112 # 97" 13 p
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ONO-4538;
CMUH110- ONO-2023- » Ipilimumab; ) )
38. 2023/5/12 Initial o Fulminant type 1 diabetes | 2
REC1-195 022605 Capecitabine;
Oxaliplatin
ONO-4538;
CMUH110- ONO-2023-|follow up| Ipilimumab;
39. 2023/5/12 o Fulminant type 1 diabetes | 2
REC1-195 022605 1 Capecitabine;
Oxaliplatin
ONO-4538
(NIVOLUMAB) ] ]
CMUH110- ONO-2023-|follow up| Fulminant type 1 diabetes
40. 2023/5/12 ;Ipilimumab;Ca 2
REC1-195 022605 2 mellitus
pecitabine;Oxali
platin
ONO-4538
(NIVOLUMAB) ] ]
CMUH110- ONO-2022-|follow up| Gastrointestinal
41. 2022/11/22 ;Ipilimumab;Ox ] 2
REC1-195 035980 9 o ) bleeding;Death
aliplatin;Capecit
abine
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAOQ |Followup
42. 2022/12/19 PACLITAXEL [Respiratory failure] 1.2.3
REC1-019 01196 15 » -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup ]
43. 2023/3/26 PEMETREXED [Myelosuppression] 1.3
REC1-019 06509 10 ) -
#3) Emesis [Vomiting]
CARBOPLATI
N
112 # 9% 13 p % 43 F > % 62 F
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#1) MK-7684A
Study
CMUH111- 2305POL00|Followup #2) Neutropenia [Neutropenia]
44, 2023/5/23 13| A
REC1-019 8001 2 PEMETREXED | Myocarditis [Myocarditis]
#3)
CISPLATIN
Myocarditis, immune
#1) MK-7684A )
mediated
Study )
) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
45, 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 19 43) Lung infection
[Pneumonia]
CARBOPLATI
N Myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup . o
46. 2023/2/16 PEMETREXED |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 15
#3)
CARBOPLATI
N
Pneumonitis [Pneumonitis]
#1) MK-7684A tumor necrosis and
Study bronchopleural fistula
#2) [Tumour necrosis]
CMUH111- 2303KORO0 |Followup )
47. 2023/3/20 PACLITAXEL tumor necrosis and 13| A
REC1-019 08488 5 )
#3) bronchopleural fistula
CARBOPLATI | [Bronchopleural fistula]
N Anemia [Anaemia]
Neutropenia [Neutropenia]
112 # 97 13 p % 44 F > % 62 F
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#1) MK-7684A
Study
#2) o
CMUH111- 2303FRAOQ |Followup creatinine increased [Blood
48. 2023/3/10 PEMETREXED S 23 [ A
REC1-019 06640 6 43) creatinine increased]
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
White blood cell decreased
[White blood cell count
decreased]
#1) MK-7684A
Lymphocyte count
Study
) decreased [Lymphocyte
CMUH111- 2306COLO [Followup count decreased]
49. 2023/6/8 PEMETREXED 2.3 A
REC1-019 07389 4 43) Platelet count decreased
[Platelet count decreased]
CARBOPLATI
N Neutrophil count decreased
[Neutrophil count
decreased]
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
112 # 97 13 p % 45 F > % 62 F
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Other Serious Criteria:
Medically Significant
Thrombocytopenia
[Thrombocytopenia]
White blood cell decreased
#1) MK-7684A ]
[White blood cell count
Study
42) decreased]
CMUH111- 2306COLO |Followup Neutrophil count decreased
50. 2023/6/8 PEMETREXED ) 2371 A
REC1-019 07389 5 4) [Neutrophil count
decreased]
CARBOPLATI
N Lymphocyte count
decreased [Lymphocyte
count decreased]
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup o o
51. 2023/2/16 PEMETREXED |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 16
#3)
CARBOPLATI
N
Myocarditis, immune
#1) MK-7684A ]
mediated
Study )
) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
52. 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 20 4) Lung infection
[Pneumonia]
CARBOPLATI o _
N Myocardial infarction
[Myocardial infarction]
112 # 9% 13 p % 46 F > % 62 F
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#1) MK-7684A
Study
#2) : . :
CMUH111- 2305CHNO |Followup febrile neutropenia [Febrile
53. 2023/4/29 PACLITAXEL ) 1 A
REC1-019 05092 11 neutropenia]
#3)
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
) decreased, worsened
CMUH111- 2302DEUO |Followup [Lymphocyte count
54. 2023/1/19 PEMETREXED 123 A
REC1-019 06876 24 43) decreased]
Acute Renal Failure [Acute
CARBOPLATI _ o
N kidney injury]
Hyperkalemia
[Hyperkalaemia]
#1) MK-7684A
Study
#2)
CMUH111- 2302JPNO00 |Followup o o
55. 2023/1/20 PEMETREXED |Pneumonitis [Pneumonitis]| 1.3 A
REC1-019 1810 8
#3)
CARBOPLATI
N
#1) MK-7684A
Pneumonitis [Pneumonitis]
Study ) )
42) Neutropenia [Neutropenia]
CMUH111- 2303KORO0 |Followup Pneumonia [Pneumonia]
56. 2023/3/20 PACLITAXEL ) 13 A
REC1-019 08488 06 43) Tumor necrosis [Tumour
Necrosis]
CARBOPLATI
N Anemia [Anaemia]
112 # 97 13 p % 47T F > % 62 F
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#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup
57. 2023/3/26 PEMETREXED [Myelosuppression] 13| A
REC1-019 06509 6
#3) Emesis [Vomiting]
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
Thrombocytopenia
[Thrombocytopenia]
#1) MK-7684A )
White blood cell decreased
Study )
) [White blood cell count
CMUH111- 2306COLO [Followup decreased]
58. 2023/6/8 PEMETREXED _ 237 A
REC1-019 07389 06 43) Neutropenia [Neutropenia]
Lymphocyte count
CARBOPLATI
N decreased [Lymphocyte
count decreased]
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
#1) MK-7684A
Study
#2) Tubulo interstitial
CMUH111- 2303FRAQ |Followup
59. 2023/3/10 PEMETREXED |nephropathy [Renal tubular| 2.3 A
REC1-019 06640 7
#3) disorder]
CARBOPLATI
N
#1) MK-7684A
Study
#2)
CMUH111- 2302JPNO0O |Followup o o
60. 2023/1/20 PEMETREXED [Pneumonitis [Pneumonitis]| 1.3 | A
REC1-019 1810 9
#3)
CARBOPLATI
N
112 # 97 13 p % 48 F > x 62 F




— - ERFLIXE A ERES(L PR)
B S [
AE L | H 2 P TRES L Nt CE AT
B 0 2 | W N A
Thrombocytopenia
[Thrombocytopenia]
White blood cell decreased
#1) MK-7684A ]
[White blood cell count
Study
42) decreased]
CMUH111- 2306COLO |Followup Neutropenia [Neutropenia]
61. 2023/6/8 PEMETREXED 23 [ A
REC1-019 07389 7 4) Lymphocyte count
decreased [Lymphocyte
CARBOPLATI
N count decreased]
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup .
62. 2023/3/26 PEMETREXED [Myelosuppression] 1.3 A
REC1-019 06509 12 ) -
#3) Emesis [Vomiting]
CARBOPLATI
N
#1) MK-7684A » »
Pneumonitis [Pneumonitis]
Study ) )
42) Neutropenia [Neutropenia]
CMUH111- 2303KORO0 |Followup Pneumonia [Pneumonia]
63. 2023/3/20 PACLITAXEL ) 13 A
REC1-019 08488 7 43) Tumor necrosis [Tumour
Necrosis]
CARBOPLATI
N Anemia [Anaemia]
112 # 9% 13 p ¥ 49 F > % 62 F
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Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
42) decreased, worsened
CMUH111- 2302DEUO |Followup [Lymphocyte count
64. 2023/1/19 PEMETREXED 2371 A
REC1-019 06876 25 4) decreased]
Acute Renal Failure [Acute
CARBOPLATI ] o
N kidney injury]
Hyperkalemia
[Hyperkalaemia]
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
65. 2023/2/9 PACLITAXEL | gastrointestinal bleeding | 2.3 A
REC1-019 06276 20
#3) [Gastrointestinal
CARBOPLATI haemorrhage]
N
Thrombocytopenia
[Thrombocytopenia]
White blood cell decreased
#1) MK-7684A )
[White blood cell count
Study
) decreased]
CMUH111- 2306COLO0 [Followup Neutropenia [Neutropenia]
66. 2023/6/8 PEMETREXED 2.3 A
REC1-019 07389 8 4) Lymphocyte count
decreased [Lymphocyte
CARBOPLATI
N count decreased]
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
112 # 97 13 p % 50 F % 62 F
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#1) MK-7684A
Study
#2) : . :
CMUH111- 2305CHNO |Followup febrile neutropenia [Febrile
67. 2023/4/29 PACLITAXEL ) 1 A
REC1-019 05092 12 neutropenia]
#3)
CARBOPLATI
N
#1) MK-7684A
Study
#2)
CMUH111- 2303FRAOQ |Followup Interstitial nephropathy
68. 2023/3/10 PEMETREXED 23 [ A
REC1-019 06640 8 [Nephropathy]
#3)
CARBOPLATI
N
Myocarditis, immune
#1) MK-7684A ]
mediated
Study )
) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
69. 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 21 4) Lung infection
[Pneumonia]
CARBOPLATI o _
N Myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup o o
70. 2023/2/16 PEMETREXED |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 17
#3)
CARBOPLATI
N
112 # 97 13 p % 51 F % 62 F
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#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup
71. 2023/3/26 PEMETREXED [Myelosuppression] 1,3 A
REC1-019 06509 13
#3) Emesis [Vomiting]
CARBOPLATI
N
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
72. 2023/2/9 PEMETREXED| gastrointestinal bleeding | 2.3 A
REC1-019 06276 21
#3) [Gastrointestinal
CARBOPLATI haemorrhage]
N
#1) MK-7684A
Study
#2)
CMUH111- 2303FRAOQ |Followup Interstitial nephropathy
73. 2023/3/10 CARBOPLATI 23 [ A
REC1-019 06640 9 N [Nephropathy]
#3)
PEMETREXED
#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup ]
74. 2023/3/26 CARBOPLATI [Myelosuppression] 1.3 A
REC1-019 06509 14 ) -
N Emesis [Vomiting]
#3)
PEMETREXED
#1) MK-7684A
Study
#2) _ o
CMUH111- 2305CHNO |Followup febrile neutropenia [Febrile
75. 2023/4/129 PACLITAXEL 1 A
REC1-019 05092 13 neutropenia]
#3)
CARBOPLATI
N
112 # 97 13 p % 52 F o x 62 F
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Thrombocytopenia
[Thrombocytopenia]
White blood cell decreased
#1) MK-7684A ]
[White blood cell count
Study
42) decreased]
CMUH111- 2306COLO |Followup Neutropenia [Neutropenia]
76. 2023/6/8 CARBOPLATI 23 [ A
REC1-019 07389 9 N Lymphocyte count
decreased [Lymphocyte
#3)
count decreased]
PEMETREXED
Pain in lower limbs [Pain
in extremity]
Eczema [Eczema]
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup . o
77. 2023/2/16 CARBOPLATI |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 18 N
#3)
PEMETREXED
#1) MK-7684A
Study
#2) _ . .
CMUH111- 2305CHNO |Followup febrile neutropenia [Febrile
78. 2023/4/29 PACLITAXEL ] 13 A
REC1-019 05092 14 neutropenia]
#3)
CARBOPLATI
N
2,3,
7:1mp
CMUH110- 2023A1052 Blinded for ANAPHYLAXIS ortant
79. 2023/5/3 Initial ) ) ) A
REC1-098 30 Investigator (Anaphylactic reaction) [medic
al
event
112 # 9% 13 p % 53 F % 62 F
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2,3,
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CMUH110- 2023A1052 [follow up| Blinded for ANAPHYLAXIS ortant
80. 2023/5/3 ] ) ] A
REC1-098 30 2 Investigator (Anaphylactic reaction) [medic
al
event
#1) BCG LIVE
CMUH110- 2103TURO |Followup| (BCG live) BCG Sepsis [Post
81. 2021/3/1 ) 23 | A
REC1-156 01090 1 Powder For procedural sepsis]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for Diabetic ketoacidosis
CMUH110- 21111TA01 [Followup injection [Diabetic ketoacidosis]
82. 2021/11/26 123 A
REC1-156 0270 22 #2 ) BCG LIVE |COVID-related pneumonia
(BCG live) [COVID-19 pneumonia]
Powder For
Instillation Fluid
#1)BCG LIVE o ]
) BCGitis [Disseminated
CMUH110- 2103TURO |Followup| (BCG live) ) ]
83. 2021/3/1 Bacillus Calmette-Guerin | 2.3 [ A
REC1-156 01090 2 Powder For
infection]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1|Followup injection )
84. 2022/12/1 SYNDROME (aseptic 27 | A
REC1-156 0281 1 [#2)BCGLIVE N -
] cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
#1)BCG LIVE
BCG infection
CMUH110- 2103TURO |Followup| (BCG live) ) ) )
85. 2021/3/1 [Disseminated Bacillus | 2.3 [ A
REC1-156 01090 3 Powder For o )
Calmette-Guerin infection]
Instillation Fluid
112 # 97 13 p % 54 F > x 62 F
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#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1|Followup injection )
86. 2022/12/1 SYNDROME (aseptic 27 [ A
REC1-156 0281 2 #2 ) BCG LIVE - -
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
o MICTURITION
CMUH110- 2304ESPO1 |Followup injection )
87. 2022/12/1 SYNDROME (aseptic 27 | A
REC1-156 0281 3 #2 ) BCG LIVE . -
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for Hyponatremia
CMUH110- 2106CHEO [Followup injection [Hyponatraemia]
88. 2021/6/1 - 23 [ A
REC1-156 01119 2 #2 ) BCG LIVE Hypophysitis
(BCG live) [Hypophysitis]
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1 |Followup injection
89. 2022/12/1 SYNDROME (aseptic 27 | A
REC1-156 0281 4 #2 ) BCG LIVE - .
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
112 # 9% 13 p % 55 F > % I
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#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1|Followup injection )
90. 2022/12/1 SYNDROME (aseptic 27 [ A
REC1-156 0281 5 #2 ) BCG LIVE - -
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
] influenza-A related
(pembrolizumab ] ]
) pneumonia [Pneumonia
) Solution for .
L influenzal]
CMUH110- 2002CANQO |Followup injection ]
91. 2020/1/15 small bowel obstruction [1.2.3| A
REC1-156 05310 9 #2 ) BCG LIVE ) )
) [Small intestinal
(BCG live) ]
obstruction]
Powder For » -
o ) colitis [Colitis]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for ]
S Immunotherapy-mediated
CMUH110- 2305NORO |Followup injection » )
92. 2023/4/13 colitis [Immune-mediated | 2.3 | A
REC1-156 00077 5 #2 ) BCG LIVE N
_ enterocolitis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1 |Followup injection
93. 2022/12/1 SYNDROME (aseptic 27 | A
REC1-156 0281 6 #2 ) BCG LIVE - .
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
CMUH110- N
94. 2023/7/22 | 3395786 Initial Anastrozole Death 1 A
REC1-215
112 # 97 13 p % 56 F % 62 F
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CMUH110- follow up
95. 2023/7/22 | 3395786 Anastrozole Death 1 A
REC1-215 1
CMUH110- follow up
96. 2023/7/22 | 3395786 Anastrozole Death 1 A
REC1-215 2
#1) MK-3475
Study (Code not
broken)
#2) Malignant neoplasm
CMUH107- 2110CHNO |Followup| PACLITAXEL progression
97. 2021/10/5 o 13 A
REC1-174 07231 31 #3) Hypopituitarism
CYCLOPHOSP Myocardial injury
HAMIDE
#4)
EPIRUBICIN
#1) MK-7902 |Hypoadrenal function with
2210CHNO |Followup )
98. | CMUH110- | 2022/9/29 00663 10 #2) hyponatremia [Adrenal | 2,3 | A
REC1-045 EPIRUBICIN insufficiency]
immune-mediated hepatitis
[Immune-mediated
2212BRAO0 [Followup| #1) MK-7902 hepatitis] 1,2,
99. [ CMUH110- | 2022/12/24 - - A
11321 13 Study Nephritis [Nephritis] 3
REC1-045
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
#1) MK-7902
2210KORO0 |Followup #2) » L2
100.| CMUH110- | 2022/8/10 Pneumonitis [Pneumonitis] A
05140 13 ETHIODIZED 3
REC1-045
OIL
immune-mediated hepatitis
[Immune-mediated
2212BRAO0 |Followup| #1) MK-7902 hepatitis] 1,2,
101.| CMUH110- | 2022/12/24 » » A
11321 14 Study Nephritis [Nephritis] 3
REC1-045
DIARREHA [Diarrhoea]
Pancreatitis [Pancreatitis]
112 # 9% 13 p % 57 F % 62 F
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102.

CMUH110-
REC1-045

2022/1/30

2202ESP0O0
2315

Followup
36

#1) MK-7902
Study

Hepatic encephalopathy
[Hepatic encephalopathy]
Malignant neoplasm
progression [Malignant
neoplasm progression]
hypoglycemia
[Hypoglycaemia]

1,2,

103.

CMUH110-
REC1-045

2022/12/24

2212BRA0
11321

Followup
15

#1) MK-7902
Study

immune-mediated hepatitis
[Immune-mediated
hepatitis]
Nephritis [Nephritis]
DIARREHA [Diarrhoea]

Pancreatitis [Pancreatitis]

1,2,

104.

CMUH110-
REC1-045

2022/12/24

2212BRA0
11321

Followup
16

#1) MK-7902
Study

immune-mediated hepatitis
[Immune-mediated
hepatitis]
Nephritis [Nephritis]
DIARREHA [Diarrhoea]

Pancreatitis [Pancreatitis]

1,2,

105.

CMUH110-
REC1-045

2022/12/24

2212BRA0
11321

Followup
17

#1) MK-7902
Study

immune-mediated hepatitis
[Immune-mediated
hepatitis]
Nephritis [Nephritis]
DIARREHA [Diarrhoea]

Pancreatitis [Pancreatitis]

1,2,

106.

CMUH110-
REC1-045

2022/12/24

2212BRA0
11321

Followup
18

#1) MK-7902
Study

immune-mediated hepatitis
[Immune-mediated
hepatitis]
Nephritis [Nephritis]
DIARREHA [Diarrhoea]

Pancreatitis [Pancreatitis]

1,2,

107.

CMUH110-
REC1-060

2023/2/23

3295937

Follow

up 1

R0O5304020

LIFE THREATENING
PLATELETS COUNT
DECREASED

2~3

112 # 97" 13 p
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LIFE THREATENING
CMUH110- Follow
108. 2023/2/23 | 3295937 R0O5304020 PLATELETS COUNT |2~3( A
REC1-060 up 2
DECREASED
LIFE THREATENING
CMUH110- Follow
109. 2023/2/23 | 3295937 R0O5304020 PLATELETS COUNT |2-3| A
REC1-060 up 3
DECREASED
LIFE THREATENING
CMUH110- Follow
110. 2023/2/23 | 3295937 R0O5304020 PLATELETS COUNT |2-3| A
REC1-060 up 4
DECREASED
LIFE THREATENING
CMUH110-
111. 2023/6/28 | 3378647 Initial RO5541267 |MENINGOENCEPHALIT|2-3| A
REC1-060
IS
LIFE THREATENING
CMUH110-
112. 2023/6/28 | 3378647 Initial RO5304020 |MENINGOENCEPHALIT|2-3| A
REC1-060
IS
LIFE THREATENING
CMUH109- INCREASED IN
113. 2022/8/2 | 3173779 | Initial R0O4991855 2 A
REC1-084 CREATININE
LEVEL
CMUH109- Follow CREATININE
114. 2021/9/7 | 2908759 RO4897779 2~3| A
REC1-084 up 2 INCREASED
CMUH109- Follow CREATININE
115. 2021/9/7 | 2908759 R0O4991855 23 A
REC1-084 up 2 INCREASED
CMUH106- 2022-MOR bendamustine;
116. 2022/1/31 Initial COVID-19 Pneumonia 1 A
REC1-147 001595-RS rituximab
CMUH106- 2022-MOR Tafasitamab;
117. 2022/9/28 FU2 Atypical pneumonia 1 A
REC1-147 002363-KR bendamustine
CMUH106- 2022-MOR Tafasitamab; ) ]
118. 2022/9/28 FU3 ) Atypical pneumonia 1 A
REC1-147 002363-KR bendamustine
CMUH106- 2022-MOR bendamustine; )
119. 2022/1/31 FUl COVID-19 Pneumonia 1 A
REC1-147 001595-RS rituximab
CMUH106- 2022-MOR Tafasitamab; . ] 1,2,
120. 2022/9/28 FU4 ) Atypical pneumonia A
REC1-147 002363-KR bendamustine 3
112 # 97 13 p % 50 F % 62 F
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CMUH106- 2020-MOR bendamustine;
121. 2020/10/30 Initial Acute Myeloid Leukemia
REC1-147 000874-HR rituximab
Signif
CMUH106- 2020-MOR bendamustine; ] )
122, 2020/10/30 FU1 Acute Myeloid Leukemia
REC1-147 000874-HR rituximab
Signif
CMUH106- 2022-MOR Tafasitamab;
123. 2022/3 FU3 Pneumonia
REC1-147 001836-RS bendamustine
CMUH106- 2022-MOR bendamustine;
124. 2022/1/31 FU2 COVID-19 Pneumonia
REC1-147 001595-RS rituximab
CMUH106- 2021-MOR Tafasitamab;
125. 2021/5/18 FU5 COVID-19 Pneumonia
REC1-147 001101-RS bendamustine
CMUH106- 2020-MOR bendamustine;
126. 2020/10/30 FU2 Acute Myeloid Leukemia
REC1-147 000874-HR rituximab
Signif
FATAL HLH
CMUH109- Follow (HEMOPHAGOCYTIC
127. 2023/3/2 3302921 RO7283420
REC1-123 up 2 LYMPHOHISTIOCYTOSI
S)
CMUH109- Follow
128. 2023/3/13 | 3310721 RO7283420 HYPOTENSION
REC1-123 up 1
CMUH109- Follow CYTOKINE RELEASE
129. 2023/2/5 3302921 RO7283420
REC1-123 up 3 SYNDROME

(3R] FaPHE -

112 # 97" 13 p
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CMUH109-REC1-082

(2= 2144 ]
*:Eok ¥4 AL« Xofigo (Radium-223)
*E rMIFLYPRF 11207 01p 2 112F07 % 31 P

CMUH110-REC1-110

LN

AR

[z % >1dp2 ]

*ikgk 5 4 AL RLY-4008

*E pMAFAHR 110206 12p 3 112&06° 11 p
*ikgk 5 4 AL RLY-4008

* pMARAWRE C111# 120 12p % 112#06 % 11 p

CMUH110-REC1-120

LN

AR

[##]

Memo #13

A 113

*p dp 12023 &£ 07 * 26 p

CMUH110-REC1-195

N

AR

(2% 21 40]

*5 & ¢ ipilimumab-iv-investigator-sa-susar-02oct2022-to-03apr2023
*nH 112 &40 260

*5 A& 1 20230803_6MLL_(04JAN2023 to 03JUL2023)_Investigator
Safety Alert Report eTMF

*pHp 112 #8172 3p

CMUH111-REC1-208

[eh= 2HF2])
*R % F L - semaglutide s.c.
*E pMEARL MR 12023 £ 047 01 p % 2023 & 06 % 30 p

CMUH110-REC1-088

\;\
=
#

(% 244 ]

*:Rk2 ¥ AL ¢ Tocilizumab

*E pMEFLHPHF 102042 11p 3 1112047 10 0P
*R 2 & AL Tocilizumab

*E pMEFLHPHF 102042 11p 3 1112047 10 0P
*E% E S LA Pertuzumab+Trastuzumab

*:&% % 4 ¢ 4L : Runimotamab

*E pMEFLHPHF 111206 30p 3 111# 120 29 p
*:R % &4 L ¢ Trastuzumab

*E pMPEFLHPEF 111 £ 09 25 p
*:R2 ¥ AL ¢ Tocilizumab
*FrPELHPF 111 E 100 11 p
*R B & AL : Tocilizumab

* pMPEFLHPHF 110# 100 11 p
*:E% %4 4L © Runimotamab

*E prMIFLHEF L1 E 120 30p X 1122067 29 p
*FrPELHPF 111 £ 107 06 p T 112# 047 05 p

112 # 03 * 24 p

=)

112 # 04 * 10 p

3]

111 # 04 " 10 p

=)

CMUH111-REC1-103

Ll

N
&
3

(2% 2P ]

*R 2 F AL semaglutide-sc

*E rMEARL MR 12023 £ 047 01p % 2023 & 06 % 30 p
* DMC meeting i+ : 2023 # 5% 22 p

CMUH107-REC1-189

5E b 53"—

(9% 223p4 ]
1.SSR_niraparib_Blinded_01Nov22-30Apr23

*E ok ¥4 LA CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)

*H AMAFLHEF Ll E 117 01p 3 112E2 042 3008

CMUH110-REC1-175

o
\1_
?Y

[5° iz o]

112 # 97" 13 p
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*Zanp Hp 2023 & 08 7 11 p

10.

CMUH111-REC1-066

[ % 2142 ]

*ux & : DSUR Number: 7

*p #p 12023 # 08 16 p

*:R % %1 L © Pelabresib (CP1-0610)

*E rMAFL AR 12022 £ 06 % 28p % 2023 & 06 % 27 p

11.

CMUH110-REC1-083

(2% 2P+ ]
*:85% % 4 ¢ - Damoctocog alfa pegol (Jivi® )
*E pMPEFLHPF 1111270 01p 2 112# 07 % 31 p

12.

CMUH111-REC1-010

(EE IR TR
*:% ¥ ¢4 Efavaleukin Alfa
*F rMAFLHPF 2023 £01 01 p % 20236 " 30

13.

CMUH108-REC1-024

[zp= 244 ]

*:&5% ¥ 4 4L Capivasertib (AZD5363)

*E rMHIFAHPREF 11 # 102 05p % 112047 04 p
*REEE Y L4 0 DS-1062a

*E rMAFLYRF 1l E 11 17p 2 112# 052 16 P
*Eok ¥4 LfL - DS-8201a

*E rMAFLPYPEF 1L E 122 09p 3 112# 067 08 p
*:R2% % 4L Oleclumab (MEDI9447)

*E rMIFALPYPEF Ll E 122 10p 3 112# 067 09 p
*: 5% ¥ 4 L4 - Durvalumab (MEDI4736)

*E rMFLYPRF112£ 01 13p 2 112F204 % 30 P
*:&% # 4 ¢ 4L © Durvalumab (MEDI4736)

*E rMIFALPYPEF UL EO07 Y 13p 3 112# 017 12 p

14.

CMUH106-REC1-147

o Ak

[z >pHdp2 ]

*:x2% ¥ 14 1 MOR00208

*E pMARAWT 120222040 19p 3 2022# 070 30 0P
[z % >1dp2]

*R2 # P L AL 1 MOR00208

*F pMARAWF 20222072 31p 3 2023017 300p

15.

CMUH111-REC1-046

v AR

(s 2pap2 ]
*R % F 1 L4 © Bemarituzumab
*H rMAFLHF 202310 1p % 202367 30p

(k] FRPH -

FR-REPEFALR (%)

di0d  WEER (%)

R - Hcf (20 054)

112 # 97" 13 p




