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CMUH110- 2023A0029 . Finerenone
1. 2022/12/17 Initial Death 1 A
REC1-224 02 [/Placebo
CMUH110- 2023A0029| Follow Finerenone
2. 2022/12/17 Coronary artery disease 1 A
REC1-224 02 up 1 [/Placebo
Hypotension;
CMUH110- 2023A0160 » Finerenone .
3. 2023/02/08 Initial Pneumonia; 2,3 A
REC1-224 89 /Placebo o
Blood creatinine increased
CMUH110- 2023A0256 Finerenone
4, 2023/01/02 Initial Ischaemic stroke 1 A
REC1-224 38 [/Placebo
CMUH110- 2023A0256( Follow Finerenone
5. 2023/01/02 Ischaemic stroke 1 A
REC1-224 38 up 1 [/Placebo
CMUH107- 21P-101-39( Follow-u COVID-19
6. 2021/6/18 upadacitinib 2,3 A
REC1-077 61405-00 p 24 infection
septic shock,
CMUH107- 22P-129-42 | Follow-u intestinal perforation,
7. 2022/217 upadacitinib L 237 A
REC1-077 86506-00 p 17 acute peritonitis,
enterocutaneous fistula
CMUH107- CA-ABBVI|Follow-u o pulmonary embolism,
8. 2023/1/17 upadacitinib . ) 237 A
REC1-077 E-4274863 p5 critical anemia
#1) MK-7684A
Study
#2) Immune enteritis
CMUH111- 2303CHNO |Followup )
9. 2023/3/6 PEMETREXED [Immune-mediated 13 A
REC1-019 07059 3 -
#3) enterocolitis]
CARBOPLATI
N
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAO |Followup ] ]
10. 2022/12/19 PACLITAXEL [Respiratory failure] 123 A
REC1-019 01196 5 - -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
11262 21 p % 29 > % 57 |
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#1) MK-7684A| Malignant Neoplasm
Study Progression [Malignant
#2) neoplasm progression]
CMUH111- 2212CHNO |Followup
11. 2022/12/12 CARBOPLATI hypokalemia 1231 A
REC1-019 05949 20 )
N [Hypokalaemia]
#3) Cerebral infarction
PEMETREXED| [Cerebral infarction]
#1) MK-7684A
Study Creatinine increased
#2) [Blood creatinine
CMUH111- 2302DEUO |Followup )
12. 2023/1/19 PEMETREXED increased] 23 [ A
REC1-019 06876 7 )
#3) Hyperkalemia
CARBOPLATI [Hyperkalaemia]
N
myocarditis, immune
#1) MK-7684A ]
mediated
Study )
4) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
13. 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 10 4) Lung infection
[Pneumonia]
CARBOPLATI
N myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2) Immune enteritis
CMUH111- 2303CHNO |Followup )
14. 2023/3/6 PACLITAXEL [Immune-mediated 13 A
REC1-019 07059 4 .
#3) enterocolitis]
CARBOPLATI
N
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Other Serious Criteria:
Medically Significant
#1) MK-7684A|  Creatinine increased
Study [Blood creatinine
#2) increased]
CMUH111- 2302DEUO |Followup
15. 2023/1/19 PEMETREXED Lymphocyte count 123 A
REC1-019 06876 8
#3) decreased, worsened,
CARBOPLATI | intermittend [Lymphocyte
N count decreased]
Hyperkalemia
[Hyperkalaemia]
#1) MK-7684A
Study worsering anemia
#2) [Anaemia]
CMUH111- 2302MEXO0|Followup )
16. 2023/2/8 CARBOPLATI Acute respiratory 1.3 A
REC1-019 03477 15 o
N insufficiency [Acute
#3) respiratory failure]
PEMETREXED
#1) MK-7684A
Study
#2) Immune enteritis
CMUH111- 2303CHNO |Followup )
17. 2023/3/6 CARBOPLATI [Immune-mediated 13 A
REC1-019 07059 5 -
N enterocolitis]
#3)
PACLITAXEL
11262 21 p % 31 F > % 57 F
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Other Serious Criteria:
Medically Significant
#1) MK-7684A Hyperkalemia
Study [Hyperkalaemia]
#2) Lymphocyte count
CMUH111- 2302DEUO |Followup
18. 2023/1/19 PEMETREXED| decreased, worsened, 1231 A
REC1-019 06876 9
#3) intermittend [Lymphocyte
CARBOPLATI count decreased]
N Creatinine increased
[Blood creatinine
increased]
Other Serious Criteria:
Medically Significant
#1) MK-7684A Hyperkalemia
Study [Hyperkalaemia]
#2) Lymphocyte count
CMUH111- 2302DEUO |Followup
19. 2023/1/19 PEMETREXED| decreased, worsened, 123 A
REC1-019 06876 10 ) )
#3) intermittend [Lymphocyte
CARBOPLATI count decreased]
N Creatinine increased
[Blood creatinine
increased]
#1) MK-7684A
Study
#2)
CMUH111- 2302JPNO0O |Followup o o
20. 2023/1/20 PEMETREXED |Pneumonitis [Pneumonitis]| 1.3 | A
REC1-019 1810 5
#3)
CARBOPLATI
N
112 # 6 * 21 p % 32 % 57T |
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myocarditis, immune
#1) MK-7684A ]
mediated
Study ]
#2) [Immune-mediated
CMUH111- 2211USAQ |Followup myocarditis]
21. 2022/11/11 PEMETREXED 23 [ A
REC1-019 04518 11 43) Lung infection
[Pneumonia]
CARBOPLATI
N myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2)
CMUH111- 2303CHNO |Followup ) )
22. 2023/3/6 PACLITAXEL Diarrhea [Diarrhoea] 1.3 A
REC1-019 07059 6
#3)
CARBOPLATI
N
#1) MK-7684A
Study gastrointestinal bleeding
#2) [Gastrointestinal
CMUH111- 2302CHNO |Followup
23. 2023/2/9 PEMETREXED haemorrhage] 1.3 A
REC1-019 06276 9 )
#3) Thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N
Other Serious Criteria:
Medically Significant
#1) MK-7684A Hyperkalemia
Study [Hyperkalaemia]
#2) Lymphocyte count
CMUH111- 2302DEUO |Followup
24, 2023/1/19 PEMETREXED| decreased, worsened, 123 A
REC1-019 06876 11 ) )
#3) intermittend [Lymphocyte
CARBOPLATI count decreased]
N Creatinine increased
[Blood creatinine
increased]
112 #6 % 21 p % 33 % 57 |




) R 5“%&%&@

24§ %
€

Al RN

-F-LtIERF-X &r(t R)
B LT A E Ny
wesn |mapw | T " vaEs 3 #1|#
B 2 S5 )
#1) MK-7684A
Study
#2)
CMUH111- 2303CHNO |Followup ] )
25. 2023/3/6 PACLITAXEL Diarrhea [Diarrhoea] 13| A
REC1-019 07059 7
#3)
CARBOPLATI
N
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
26. 2023/2/9 PEMETREXED| gastrointestinal bleeding | 1.3 A
REC1-019 06276 10 ) )
#3) [Gastrointestinal
CARBOPLATI haemorrhage]
N
#1) MK-7684A
Study
#2)
CMUH111- 2303CHNO |Followup ) )
27. 2023/3/6 PACLITAXEL Diarrhea [Diarrhoea] 1.3 A
REC1-019 07059 8
#3)
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
4) decreased, worsened,
CMUH111- 2302DEUO0 |Followup intermittend [Lymphocyte
28. 2023/1/19 PEMETREXED 1231 A
REC1-019 06876 12 4) count decreased]
Acute Renal Failure [Acute
CARBOPLATI ) o
N kidney injury]
Hyperkalemia
[Hyperkalaemia]
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Other Serious Criteria:
Medically Significant
#1) MK-7684A
Hyperkalemia
Study ]
42) [Hyperkalaemia]
CMUH111- 2302DEUO |Followup Lymphocyte count
29. 2023/1/19 CARBOPLATI 23 [ A
REC1-019 06876 13 N decreased, worsened,
4) intermittend [Lymphocyte
count decreased]
PEMETREXED ]
Acute Renal Failure [Acute
kidney injury]
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2304MEX0|Followup )
30. 2023/4/21 CARBOPLATI Acute respiratory 1.3 A
REC1-019 09502 1 ) -
N insufficiency [Acute
#3) respiratory failure]
PEMETREXED
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
31. 2023/4/21 CARBOPLATI respiratory failure] 1.3 A
REC1-019 09502 2 )
N Thrombocytopenia
#3) [Thrombocytopenia]
PEMETREXED
myocarditis, immune
#1) MK-7684A ]
mediated
Study )
4) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
32. 2022/11/11 PEMETREXED ) ) 1.3 A
REC1-019 04518 12 4) Lung infection
[Pneumonia]
CARBOPLATI o _
N myocardial infarction
[Myocardial infarction]
112 #6 % 21 p % 35 F % 57 |
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Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
4) decreased, worsened,
CMUH111- 2302DEUO |Followup intermittend [Lymphocyte
33. 2023/1/19 CARBOPLATI 1371 A
REC1-019 06876 14 N count decreased]
Acute Renal Failure [Acute
#3) Kidney injury]
idney injury
PEMETREXED
Hyperkalemia, intermittent
[Hyperkalaemia]
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
34. 2023/4/21 CARBOPLATI respiratory failure] 1.3 A
REC1-019 09502 3 )
N Thrombocytopenia
#3) [Thrombocytopenia]
PEMETREXED
CMUH105- 18P-076-24 |follow up o 1. Gastroenteritis
35. 2018/6/2 Upadacitinib o 13| A
REC1-043 04362-00 27 2. Purulent meningitis
CMUH105- 18P-130-25 |follow up o 1. Lung squamous cell | 1, 2,
36. 2018/9/4 Upadacitinib ) A
REC1-043 06058-00 11 carcinoma stage 1V 3
1. Atrial fibrillation
2. Bronchitis
CMUH105- 18P-143-22|follow up o ] 2,3,
37. 2018/1/4 Upadacitinib | 3. Lower respiratory tract A
REC1-043 13672-00 23 7
infection
4. Pulmonary embolism
1. Arthralgia
CMUH105- 20P-118-35 [follow up o o 123
38. 2020/9/1 Upadacitinib | 2. Pneumocystis jirovecii A
REC1-043 65486-00 12 ) 7
pneumonia
11262 21 p % 36 F > x 57 F
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1. Acute kidney injury
2. Acute respiratory failure
o 3. Alcohol withdrawal
CMUH105- 20P-163-36 [follow up| Upadacitinib, 2,3,
39. 2020/11/4 ) syndrome A
REC1-043 50759-00 20 Adalimumab 7
4. Pneumonia aspiration
5. Rhabdomyolysis
6. Status epilepticus
1. Diffuse large B-cell
CMUH105- 20P-251-36 [follow up| Upadacitinib, lymphoma 1,2,
40. 2020/8/24 ) ) ) A
REC1-043 50803-00 10 Adalimumab 2. Lymphoproliferative | 3,7
disorder
1. Infectious pleural
effusion
2. Pleural effusion
3. Pneumonia haemophilus
CMUH105- 19P-034-28|follow up| Upadacitinib, | 4. Pneumonia influenzal
41, 2019/6/16 ) ) 2,3 A
REC1-043 45233-00 35 Adalimumab 5. Pneumonia
pneumococcal
6. Pneumonia
staphylococcal
7. Pulmonary embolism
CMUH105- 22K-163-45(follow up| Upadacitinib, 1. Ventricular
42. 2022/9/1 ) ) 2,31 A
REC1-043 34396-00 4 Adalimumab tachycardia
o 1. Rheumatoid arthritis
CMUH105- 22K-251-44(follow up| Upadacitinib, ] 1,2,
43. 2022/7/19 ) 2. Sever sepsis A
REC1-043 85939-00 3 Adalimumab S 3
3. Purulent epiduritis
CMUH105- follow up| Upadacitinib, )
44, 2022/9/24 | 4132106 1. Hypovolaemic shock | 2,3 [ A
REC1-043 4 Adalimumab
o 1. Pleural
CMUH105- follow up| Upadacitinib, 2,3,
45. 2022/11/18 | 4215780 effusion A
REC1-043 3 Adalimumab 7
2. Small cell lung cancer
112 #6 % 21 p % 37 % 57T |
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#1) MK-3475
Study (Code not
broken)
#2)
Death
CMUH107- 2110CHNO [Followup| PACLITAXEL o
46. 2021/10/5 Hypopituitarism 13| A
REC1-174 07231 28 #3) o
Myocardial injury
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN
#1) MK-3475
Study (Code not
broken)
#2) Malignant neoplasm
CMUH107- 2110CHNO |Followup| PACLITAXEL progression
47. 2021/10/5 o 137 A
REC1-174 07231 29 #3) Hypopituitarism
CYCLOPHOSP Myocardial injury
HAMIDE
#4)
EPIRUBICIN
#1) MK-7902 |Hypoadrenal function with
CMUH110- 2210CHNO |Followup )
48. 2022/9/29 #2) hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 9 ) o
EPIRUBICIN insufficiency]
#1) MK-7902
CMUH110- 2210KORO0 |Followup » L2
49, 2022/8/10 #2) Pneumonitis [Pneumonitis] A
REC1-045 05140 9 3
EPIRUBICIN
CMUH109- 2021A2326 - Regorafenib, Septic shock
50. 2021/10/18 Initial ) - 131 A
REC1-164 00 Nivolumab hepatitis
CMUH110- 2023-00000|follow up S Sudden death (Cardiac
51. 2023/2/9 PIT illumination 1 A
REC1-181 358 3 arrest)
CMUH110- 2023-00000]follow up| Nil (downgrade | Sudden death (Cardiac
52. 2023/2/9 1 A
REC1-181 358 4 to non-SUSAR) arrest)
11262 21 p % 38 F % 57 |
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Dyspnea,
CMUH111- GR-ABBVI . Epcoritamab, Lung infection, 2,3,4,
53. 2023/1/16 Initial A
REC1-158 E-4273752 Rituximab Fever, 7
Neutropenia
Dyspnea,
CMUH111- GR-ABBVI|follow up| Epcoritamab, Lung infection, 2,3,4,
54. 2023/1/16 o A
REC1-158 E-4273752 1 Rituximab Fever, 7
Neutropenia
Anemia,
CMUH111- GR-ABBVI|follow up| Epcoritamab, Lung infection, 2,3,4,
55. 2023/1/16 o A
REC1-158 E-4273752 2 Rituximab Fever, 7
Neutropenia
Belantamab
CMUH110- TH2022141| Follow
56. 2022/10/2 Mafodotin Pneumonia 1-3] A
REC1-203 497 up 6
(GSK2857916)
Tracheostomy site
bleeding,
Belantamab
CMUH110- BR2022150( Follow Pulmonary sepsis, 1-
57. 2022/10/18 Mafodotin ) ] A
REC1-203 703 up 10 Febrile neutropenia, 2~3
(GSK2857916) ]
Hemoptysis, Acute renal
failure
Tracheostomy site
bleeding,
Belantamab
CMUH110- IN2022120| Follow Pulmonary sepsis,
58. 2022/8/14 Mafodotin _ ) 1-7] A
REC1-203 753 up 8 Febrile neutropenia,
(GSK2857916) ]
Hemoptysis, Acute renal
failure
#1) MK-3475 ) )
) respiratory failure
(pembrolizumab ) )
) [Respiratory failure]
) Solution for ) _
L sepsis [Sepsis]
CMUH110- 2207HUNO |Followup injection . .
59. 2022/7/11 Cardiac decompensation [1.2.3| A
REC1-156 04805 21 #2 ) BCG LIVE ) )
) [Cardiac failure]
(BCG live)
encephalopathy
Powder For € hal ]
ncephalopat
Instillation Fluid phalopathy
112 #6 % 21 p % 39 F > x 57 F
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#1) MK-3475 ) .
) respiratory failure
(pembrolizumab ) .
[Respiratory failure]
) Solution for ) _
sepsis [Sepsis]
CMUH110- 2207HUNO |Followup injection ) )
60. 2022/7/11 Cardiac decompensation (1.2.3| A
REC1-156 04805 22 #2)BCG LIVE ) )
) [Cardiac failure]
(BCG live)
encephalopathy
Powder For
[Encephalopathy]
Instillation Fluid
#1) MK-3475 ] ]
) respiratory failure
(pembrolizumab ] ]
) [Respiratory failure]
) Solution for ] ]
S sepsis [Sepsis]
CMUH110- 2207HUNO |Followup injection ) )
61. 2022/7/11 Cardiac decompensation |1.2.3| A
REC1-156 04805 23 #2)BCG LIVE ) )
) [Cardiac failure]
(BCG live) hal A
encephalopat
Powder For Phatopathy
o ) [Encephalopathy]
Instillation Fluid
#1) MK-3475 ] )
) respiratory failure
(pembrolizumab ) ]
) [Respiratory failure]
) Solution for ) ]
S sepsis [Sepsis]
CMUH110- 2207HUNO |Followup injection ) )
62. 2022/7/11 Cardiac decompensation |1.2.3| A
REC1-156 04805 24 #2)BCG LIVE ) )
) [Cardiac failure]
(BCG live) hal A
encephalopathy
Powder For
o ) [Encephalopathy]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
MICTURITION
CMUH110- 2304ESPO1 injection
63. 2022/12/1 Initial SYNDROME (aseptic 27 | A
REC1-156 0281 #2 ) BCG LIVE - .
) cystitis) [Cystitis]
(BCG live)
Powder For
Instillation Fluid
11262 21 p % 40 B = I




" R E 5“%&?&@ 2% f g% PELR ¢
-F-LtIERF-X g &r(t R)
B XM (FLEH
wesn |mapw | T " vaEs 3 #1|#
B 2 S5 )
#1) MK-7684A
Study
#2)
CMUH111- 2303CHNO |Followup
64. 2023/3/6 PEMETREXED| Diarrhea [Diarrhoea] 13| A
REC1-019 07059 9
#3)
CARBOPLATI
N
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
65. 2023/4/21 PEMETREXED respiratory failure] 1.3 A
REC1-019 09502 4 )
#3) Thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
66. 2023/4/21 PEMETREXED respiratory failure] 1.3 A
REC1-019 09502 5 )
#3) Thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N
Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
4) decreased, worsened,
CMUH111- 2302DEUO0 |Followup intermittend [Lymphocyte
67. 2023/1/19 PEMETREXED 2371 A
REC1-019 06876 15 4) count decreased]
Acute Renal Failure [Acute
CARBOPLATI ) o
N kidney injury]
Hyperkalemia, intermittent
[Hyperkalaemia]
112 #6 % 21 p % 41 F > % 57 |
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#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
68. 2023/5/1 PEMETREXED respiratory failure] 13| A
REC1-019 09502 6 ]
#3) Thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N
#1) MK-7684A
Study
#2)
CMUH111- 2305CHNO |Followup )
69. 2023/5/1 PACLITAXEL | unexplained death [Death] | 1 A
REC1-019 05092 1
#3)
CARBOPLATI
N
#1) MK-7684A
Study
#2)
CMUH111- 2305CHNO |Followup )
70. 2023/5/1 PEMETREXED | unexplained death [Death] | 1 A
REC1-019 05092 1
#3)
CARBOPLATI
N
Thrombocytopenia
#1) MK-7684A )
[Thrombocytopenia]
Study ) ) )
4) gastrointestinal bleeding
CMUH111- 2302CHNO |Followup [Gastrointestinal
71. 2023/2/9 CARBOPLATI 2.3 A
REC1-019 06276 11 N haemorrhage]
Acute respiratory
#3) ) -
insufficiency [Acute
PEMETREXED _ _
respiratory failure]
112 #6 % 21 p % 42 F > % 57 |




! R 5“%&?&@ 21 f g% 3ELR ¢
-F-LtoERF-X g Er(+ R)
B XM (FLEH
R A TR g " v 7 ag e P
B 2 S5 )
unknown cause of death
[Death]
Absolute decrease in
neutrophils [Neutrophil
#1) MK-7684A
count decreased]
Study -
4) elevated hypersensitive
CMUH111- 2305CHNO |Followup C-reactive protein
72. 2023/4/29 CARBOPLATI ] ] 1 A
REC1-019 05092 2 N [C-reactive protein
increased]
#3) .
Absolute decrease in
PACLITAXEL ) ]
neutrophils [Neutrophil
count decreased]
Thrombocytopenia
[Thrombocytopenia]
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
73. 2023/2/9 PEMETREXED| gastrointestinal bleeding | 2.3 A
REC1-019 06276 12
#3) [Gastrointestinal
CARBOPLATI haemorrhage]
N
unknown cause of death
[Death]
Absolute decrease in
neutrophils [Neutrophil
#1) MK-7684A
count decreased]
Study N
4) elevated hypersensitive
CMUH111- 2305CHNO |Followup C-reactive protein
74. 2023/4/129 PEMETREXED ) ) 1 A
REC1-019 05092 3 4) [C-reactive protein
increased]
CARBOPLATI )
N Absolute decrease in
neutrophils [Neutrophil
count decreased]
Thrombocytopenia
[Thrombocytopenia]
112 #6 % 21 p % 43 F > % 57 F
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#1) MK-7684A
Study
#2)
CMUH111- 2302JPNO0O |Followup » .
75. 2023/1/20 PEMETREXED |Pneumonitis [Pneumonitis]| 1.3 [ A
REC1-019 1810 6
#3)
CARBOPLATI
N
myocarditis, immune
#1) MK-7684A ]
mediated
Study )
4) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
76. 2022/11/11 PEMETREXED ] ) 2.3 A
REC1-019 04518 13 #2) Lung infection
[Pneumonia]
CARBOPLATI
N myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2) Pneumonitis [Pneumonitis]
CMUH111- 2304CHNO |Followup ) )
77. 2023/4/11 PACLITAXEL respiratory failure 2.3 A
REC1-019 04991 3 ) )
#3) [Respiratory failure]
CARBOPLATI
N
myocarditis, immune
#1) MK-7684A ]
mediated
Study )
4) [Immune-mediated
CMUH111- 2211USAQ [Followup myocarditis]
78. 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 14 4) Lung infection
[Pneumonia]
CARBOPLATI o _
N myocardial infarction
[Myocardial infarction]
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Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
42) decreased, worsened
CMUH111- 2302DEUO |Followup [Lymphocyte count
79. 2023/1/19 PEMETREXED 1271 A
REC1-019 06876 16 4) decreased]
Acute Renal Failure [Acute
CARBOPLATI ] o
N kidney injury]
Hyperkalemia
[Hyperkalaemia]
Lung infection
#1) MK-7684A )
[Pneumonia]
Study o
4) myocarditis, immune
CMUH111- 2211USAQ [Followup mediated
80. 2022/11/11 PEMETREXED 2.3 A
REC1-019 04518 15 4) [Immune-mediated
myocarditis]
CARBOPLATI o _
N myocardial infarction
[Myocardial infarction]
#1) MK-7684A
Study
#2) o
CMUH111- 2303FRAOQ |Followup creatinine increased [Blood
81. 2023/3/10 PEMETREXED o 23 [ A
REC1-019 06640 3 4) creatinine increased]
CARBOPLATI
N
#1) MK-7684A
Study
#2) bilateral pulmonary
CMUH111- 2305CHLO| _
82. 2023/5/22 Initial [PEMETREXED| embolism [Pulmonary 23| A
REC1-019 07430
#3) embolism]
CARBOPLATI
N
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#1) MK-7684A
Study
#2)
CMUH111- 2305CHNO |Followup unknown cause of death
83. 2023/5/1 PACLITAXEL 1 A
REC1-019 05092 4 [Death]
#3)
CARBOPLATI
N
#1) MK-7684A
Study
#2)
CMUH111- 2305GBRO [Followup ] )
84. 2023/5/4 CARBOPLATI Sepsis [Sepsis] 13 A
REC1-019 03245 3
N
#3)
PEMETREXED
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
85. 2023/2/9 PEMETREXED| gastrointestinal bleeding | 2.3 A
REC1-019 06276 13 ) )
#3) [Gastrointestinal
CARBOPLATI haemorrhage]
N
#1) MK-7684A )
acute renal failure [Acute
Study . -
42) kidney injury]
CMUH111- 2305CHNO |Followup Hypovolaemic shock
86. 2023/5/15 PACLITAXEL ] 23 [ A
REC1-019 05210 3 4) [Hypovolaemic shock]
Intestinal infection
CARBOPLATI ) o )
N [Gastrointestinal infection]
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAO |Followup
87. 2022/12/19 PACLITAXEL [Respiratory failure] 1.23| A
REC1-019 01196 6 - -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
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#1) MK-7684A
Study
#2) bilateral pulmonary
CMUH111- 2305CHLO |Followup
88. 2023/5/22 CARBOPLATI | embolism [Pulmonary 23 [ A
REC1-019 07430 1
N embolism]
#3)
PEMETREXED
#1) MK-7684A
Study
#2) Pneumonitis [Pneumonitis]
CMUH111- 2304CHNO |Followup ) )
89. 2023/4/11 CARBOPLATI respiratory failure 2.3 A
REC1-019 04991 4 ) )
N [Respiratory failure]
#3)
PEMETREXED
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
90. 2023/4/21 CARBOPLATI respiratory failure] 1.3 A
REC1-019 09502 7 )
N Thrombocytopenia
#3) [Thrombocytopenia]
PEMETREXED
Lung infection
#1) MK-7684A )
[Pneumonia]
Study o
4) Myocarditis, immune
CMUH111- 2211USAQ [Followup mediated
91. 2022/11/11 CARBOPLATI ) 23 | A
REC1-019 04518 16 N [Immune-mediated
myocarditis]
#3)
Myocardial infarction
PEMETREXED o )
[Myocardial infarction]
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#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup » .
92. 2023/4/11 CARBOPLATI [Pneumonitis [Pneumonitis]| 2.3 [ A
REC1-019 04991 5 N
#3)
PEMETREXED
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAO |Followup ) )
93. 2022/12/19 PACLITAXEL [Respiratory failure] 1231 A
REC1-019 01196 7 - -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
4) decreased, worsened
CMUH111- 2302DEUO |Followup [Lymphocyte count
94. 2022/1/19 CARBOPLATI 237 A
REC1-019 06876 17 N decreased]
Acute Renal Failure [Acute
#3) ) o
kidney injury]
PEMETREXED ]
Hyperkalemia
[Hyperkalaemia]
Other Serious Criteria:
Medically Significant
#1) MK-7684A
Lymphocyte count
Study
42) decreased, worsened
CMUH111- 2302DEUO |Followup [Lymphocyte count
95. 2022/1/19 CARBOPLATI 237 A
REC1-019 06876 18 N decreased]
Acute Renal Failure [Acute
#3) dney injury]
idney injur
PEMETREXED yin y
Hyperkalemia
[Hyperkalaemia]
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#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup
96. 2023/4/11 CARBOPLATI [Pneumonitis [Pneumonitis]| 2.3 [ A
REC1-019 04991 6 N
#3)
PEMETREXED
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup ) )
97. 2023/4/21 CARBOPLATI respiratory failure] 1.3 A
REC1-019 09502 8 )
N Thrombocytopenia
#3) [Thrombocytopenia]
PEMETREXED
#1) MK-7684A
Study Thrombocytopenia
#2) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ) ) )
98. 2023/2/9 CARBOPLATI | gastrointestinal bleeding | 2.3 A
REC1-019 06276 14
N [Gastrointestinal
#3) haemorrhage]
PEMETREXED
#1) MK-7684A
Study
#2)
CMUH111- 2305CHNO |Followup unknown cause of death
99. 2023/5/1 PACLITAXEL 1 A
REC1-019 05092 5 [Death]
#3)
CARBOPLATI
N
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAO |Followup ) ]
100. 2022/12/19 PACLITAXEL [Respiratory failure] 1.23| A
REC1-019 01196 8 - -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
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#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup ]
101. 2023/3/26 CARBOPLATI [Myelosuppression] 13| A
REC1-019 06509 7
N Emesis [Vomiting]
#3)
PEMETREXED
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup . o
102. 2023/4/11 CARBOPLATI |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 7
N
#3)
PEMETREXED
#1) MK-7684A )
acute renal failure [Acute
Study . -
42) kidney injury]
CMUH111- 2305CHNO |Followup Hypovolaemic shock
103. 2023/5/15 PACLITAXEL ] 23 [ A
REC1-019 05210 4 4) [Hypovolaemic shock]
Intestinal infection
CARBOPLATI ) o )
N [Gastrointestinal infection]
#1) MK-7684A
Study
#2) respiratory failure
CMUH111- 2301BRAO |Followup ) ]
104. 2022/12/19 PACLITAXEL [Respiratory failure] 1231 A
REC1-019 01196 9 » -
#3) Pneumonitis [Pneumonitis]
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUH111- 2302JPNO0O |Followup
105. 2023/1/20 CARBOPLATI [Pneumonitis [Pneumonitis]| 1.3 [ A
REC1-019 1810 7
N
#3)
PEMETREXED
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#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup » .
106. 2023/4/11 CARBOPLATI [Pneumonitis [Pneumonitis]| 2.3
REC1-019 04991 8 N
#3)
PEMETREXED
#1) MK-7684A
Study
#2)
CMUH111- 2305CHNO |Followup unknown cause of death
107. 2023/5/1 PACLITAXEL 1
REC1-019 05092 6 [Death]
#3)
CARBOPLATI
N
#1) MK-7684A
Study
42) unknown cause of death
CMUH111- 2305CHNO |Followup [Death]
108. 2023/4/29 PACLITAXEL ) ) 112
REC1-019 05092 7 4) febrile neutropenia [Febrile
neutropenia]
CARBOPLATI
N
#1) MK-7684A
Study
#2) myelosuppression
CMUH111- 2304CHNO |Followup ]
109. 2023/3/24 CARBOPLATI [Myelosuppression] 1.2
REC1-019 06509 8 ) -
N Emesis [Vomiting]
#3)
PEMETREXED
#1) MK-7684A
Study Acute respiratory
#2) insufficiency [Acute
CMUH111- 2304MEXO|Followup
110. 2023/4/121 CARBOPLATI respiratory failure] 13
REC1-019 09502 9 ]
N Thrombocytopenia
#3) [Thrombocytopenia]
PEMETREXED
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#1) MK-7684A
Study
#2) unknown cause of death
CMUH111- 2305CHNO |Followup [Death]
111. 2023/4/29 PACLITAXEL ) ) 112 A
REC1-019 05092 8 43) febrile neutropenia [Febrile
neutropenia]
CARBOPLATI
N
#1) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup . o
112. 2023/4/11 CARBOPLATI |Pneumonitis [Pneumonitis]| 2.3 A
REC1-019 04991 9
N
#3)
PEMETREXED
#1) MK-7684A
Study
#2)
CMUH111- 2303CHNO |Followup ) )
113. 2023/3/6 PEMETREXED| Diarrhea [Diarrhoea] 1.3 A
REC1-019 07059 9
#3)
CARBOPLATI
N
#1) MK-7902
CMUH110- 2210KORO0 |Followup #2) . L2
114. 2022/8/10 Pneumonitis [Pneumonitis] A
REC1-045 05140 10 ETHIODIZED 3
OIL
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