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#1) Tafasitamab

Vs

Placebo/Lenalid

omide vs

Placebo (Code
not broken)

#2 ) rituximab
(Rituximab)

#3)

cyclophosphami

CMUH110- 2022-MOR de Pneumonia, Febrile
2022/3/17 Initial

13 A
REC3-049 001681-TH (CYCLOPHOS neutropenia

PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)

Prednisolone

(Prednisolone)
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CMUH110-
REC3-049

2023/3/1

2023-MOR
003165-DE

follow up

3

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)

Prednisolone

(Prednisolone)

Sepsis, Hypotension,
Febrile bone marrow
aplasia, Clostridium

difficile infection

23| A
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CMUH110-
REC3-049

2022/3/18

2022-MOR
001696-1L

Initial

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3

CMUH111-
REC3-116

2023/5/23

2305ESP0O0
8405

Followup
7

#1) MK-6482
#2)
PEMBROLIZU
MAB

(pembrolizumab

)

myastheniform syndrome
[Myasthenic syndrome]
congestive heart failure
[Cardiac failure
congestive]

lung infection [Pneumonia]

2.3

CMUH111-
REC3-116

2023/8/20

2308CHNO
08711

Followup
3

#1) MK-6482
#2)
PEMBROLIZU
MAB

(pembrolizumab

hemophagocytic syndrome
[Haemophagocytic
lymphohistiocytosis]

)

2.3
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3% ¢ BB K

B XM (FELEH
wesn |mapw | T " vaEs 3 #1|=
B 2 S5 &
#1) MK-6482 Diabetic ketoacidosis
#2) [Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU | Fulminant type 1 diabetes
6. 2023/7/25 ) ] 23 [ A
REC3-116 00526 6 MAB [Fulminant type 1 diabetes
(pembrolizumab mellitus]
) Case Description:
#1) MK-6482
#2) .
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU ]
7. 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 4 MAB o ]
) lymphohistiocytosis]
(pembrolizumab
)
Fever [Pyrexia]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
coagulation [Disseminated
intravascular coagulation]
#1 ) MK-6482 S
4) Acute renal insufficiency
[Acute kidney injury]
CMUH111- 2305CHNQO |Followup| PEMBROLIZU | ) )
8. 2023/5/7 Liver dysfunction [Hepatic| 2.3 A
REC3-116 04145 10 MAB
) function abnormal]
(pembrolizumab ) )
| Septic shock [Septic
shock]
Anemia [Anaemia]
Platelet count decreased
[Platelet count decreased]
Septic shock [Septic
shock]
#1) MK-6482 |Stevens-Johnson syndrome
#2) [Stevens-Johnson
CMUH111- 2305JPNO0O |Followup| PEMBROLIZU syndrome]
9. 2023/4/22 ) ) 23 | A
REC3-116 0702 14 MAB Fulminant type 1 diabetes
(pembrolizumab [ mellitus [Fulminant type 1
) diabetes mellitus]
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#1) MK-6482
#2) )
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
10. 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 5 MAB o )
) lymphohistiocytosis]
(pembrolizumab
)
#1) MK-6482
Diabetic ketoacidosis
#2) o .
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
11. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 7 MAB ] ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
Recurrent fever [Relapsing
fever]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
coagulation [Disseminated
#1) MK-6482 | intravascular coagulation]
#2) Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU | [Acute kidney injury]
12. 2023/5/7 ) ) 123 A
REC3-116 04145 11 MAB Liver dysfunction [Hepatic

(pembrolizumab

)

function abnormal]

Septic shock [Septic
shock]

Septic shock [Septic
shock]

Anemia [Anaemia]

Platelet count decreased

[Platelet count decreased]
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#1) MK-6482
#2) .
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
13. 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 6 MAB o )
) lymphohistiocytosis]
(pembrolizumab
)
#1) MK-6482 |Stevens-Johnson syndrome
#2) [Stevens-Johnson
CMUH111- 2305JPNO0O |Followup | PEMBROLIZU syndrome]
14, 2023/4/22 ) ) 23 [ A
REC3-116 0702 15 MAB Fulminant type 1 diabetes
(pembrolizumab | mellitus [Fulminant type 1
) diabetes mellitus]
#1) MK-6482
#2)
CMUH111- 2308FRAOQ |Followup| PEMBROLIZU | acute renal failure [Acute
15. 2023/8/18 ) o 23 [ A
REC3-116 07926 3 MAB kidney injury]

(pembrolizumab

)
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Recurrent fever [Relapsing
fever]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
coagulation [Disseminated
#1) MK-6482 | intravascular coagulation]
#2) Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU | [Acute kidney injury]
16. 2023/5/7 ] ] 123 A
REC3-116 04145 12 MAB Liver dysfunction [Hepatic
(pembrolizumab function abnormal]
) Septic shock [Septic
shock]
Septic shock [Septic
shock]
Anemia [Anaemia]
Platelet count decreased
[Platelet count decreased]
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
17. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 8 MAB ) ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
#1) MK-6482 |Stevens-Johnson syndrome
#2) [Stevens-Johnson
CMUH111- 2305JPNO0O |Followup | PEMBROLIZU syndrome]
18. 2023/4/22 ) ) 23 | A
REC3-116 0702 16 MAB Fulminant type 1 diabetes

(pembrolizumab

)

mellitus [Fulminant type 1

diabetes mellitus]
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#1) MK-6482
#2)
CMUH111- 2308FRAQ |Followup| PEMBROLIZU | acute renal failure [Acute
19. 2023/8/18 ] o 23 [ A
REC3-116 07926 4 MAB kidney injury]
(pembrolizumab
)
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
20. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 9 MAB ] ]
) [Fulminant type 1 diabetes
(pembrolizumab .
mellitus]
)
#1) MK-6482
#2) .
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
21, 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 7 MAB o ]
) lymphohistiocytosis]
(pembrolizumab
)
#1) MK-6482
#2) y
Increased creatinine (Acute
CMUH111- 2211FRAO |Followup| PEMBROLIZU ) o
22. 2022/11/23 kidney injury) [Acute 2.3 A
REC3-116 08745 16 MAB ] o
) kidney injury]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2308FRAO |Followup| PEMBROLIZU | acute renal failure [Acute
23. 2023/8/18 ) o 23 [ A
REC3-116 07926 5 MAB Kidney injury]

(pembrolizumab

)
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Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
24, 2023/5/11 [Acute kidney injury] 2.3 A
REC3-116 04145 13 MAB
) Liver dysfunction [Hepatic
(pembrolizumab ]
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o .
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
25. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 10 MAB ] ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
#1) MK-6482 | Fulminant type 1 diabetes
#2) mellitus [Fulminant type 1
CMUH111- 2305JPNO0O |Followup | PEMBROLIZU diabetes mellitus]
26. 2023/4/22 23 [ A
REC3-116 0702 17 MAB Stevens-Johnson syndrome
(pembrolizumab [Stevens-Johnson
) syndrome]
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1 ) MK-6482
4) [Coagulopathy]
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ) o
27. 2023/5/11 [Acute kidney injury] 23 | A
REC3-116 04145 14 MAB

(pembrolizumab

)

Liver dysfunction [Hepatic
function abnormal]
Septic shock [Septic

shock]

Anemia [Anaemia]
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#1) MK-6482
#2) »
Increased creatinine (Acute
CMUH111- 2211FRAO |Followup| PEMBROLIZU ) o
28. 2022/11/23 Kidney injury) [Acute 23 | A
REC3-116 08745 17 MAB ) o
) kidney injury]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2308FRAOQ |Followup| PEMBROLIZU | acute renal failure [Acute
29. 2023/8/18 ) o 23 [ A
REC3-116 07926 6 MAB kidney injury]
(pembrolizumab
)
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
30. 2023/7/25 Fulminant type 1 diabetes | 2.3 [ A
REC3-116 00526 11 MAB ] ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
#1) MK-6482 ) ]
42) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAQ |Followup| PEMBROLIZU ]
31. 2023/5/2 congestive] 23 [ A
REC3-116 01593 17 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab . ) ]
) lung infection [Pneumonia]
#1) MK-6482
Diabetic ketoacidosis
#2) . o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ) )
32. 2023/7/25 Fulminant type 1 diabetes | 2.3 A
REC3-116 00526 12 MAB

(pembrolizumab

)

[Fulminant type 1 diabetes

mellitus]
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Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
33. 2023/5/11 [Acute kidney injury] 23 [ A
REC3-116 04145 15 MAB
) Liver dysfunction [Hepatic
(pembrolizumab ]
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482 ] ]
42) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU ]
34. 2023/5/2 congestive] 23 [ A
REC3-116 01593 18 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab ) . ]
) lung infection [Pneumonia]
#1) MK-6482
#2) N
Acute tubulointerstitial
CMUH111- 2211FRAO [Followup| PEMBROLIZU » ] »
35. 2022/11/23 nephritis [Tubulointerstitial| 2.3 [ A
REC3-116 08745 18 MAB
) nephritis]
(pembrolizumab
)
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
36. 2023/7/25 Fulminant type 1 diabetes | 2.3 [ A
REC3-116 00526 13 MAB ) ]
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
#1) MK-6482
#2) _
Elevated liver enzymes
CMUH111- 2308ROUO|  |PEMBROLIZU _
37. 2023/8/14 Initial [Hepatic enzyme 23 | A
REC3-116 09731 MAB

(pembrolizumab

)

increased]
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#1) MK-6482
Diabetic ketoacidosis
#2) I .
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ) )
38. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 14 MAB ) )
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
1) GRADE 4
NEUTROPENIA
CMUH111- 202307451 [follow-up| IBRUTINIB 2) GRADE 3
39. 2023/7/17 27 | A
REC3-162 45(5) 5 RITUXIMAB NEUTROPENIA
3) ELEVATION OF
LIVER ENZYMES
#1) MK-7339
) COVID-19 pneumonia
(olaparib) .
CMUH108- 2110FRAO [Followup Malignant neoplasm
40. 2021/10/6 #2) ] 1231 A
REC3-057 03736 13 progression
PEMBROLIZU
Pyelonephritis
MAB
#1) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2201POL00|Followup | ENZALUTAMI ] )
41. 2022/117 anemia [Anaemia] 2.3 A
REC3-098 2492 2 DE (3475
SOLUTION
FOR
INJECTION
STUDY)
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#1) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2201POLO00|Followup| ENZALUTAMI ) )
42. 2022/117 anemia [Anaemia] 23 | A
REC3-098 2492 3 DE (3475
SOLUTION
FOR
INJECTION
STUDY)
NEW
bms-2022-1|follow up
43. [ CMUH109- | 2022/10/12 20785 17 Docetaxel ZEALAND_FEBRILE 2 A
REC3-068 NEUTROPENIA
Blinded 2,7
Semaglutide ] Medi
CMUH111- follow up Elevated lipase levels
44, 2023/9/20 | 1119424 (Placebo Tablet) ) . cally| A
REC3-091 1 [Lipase increased] o
Tablet, 3,7, 14 Signif
mg icant
DEUCRAVACI
CMUH110- BMS-2021- Diverticulitis intestinal
45, 2021/10/1 follow up TINIB; 23 | A
REC3-163 107007 perforated
APREMILAST
Adagloxad
CMUH107- 0oBI0822T
46. 2023/9/11 Initial | simolenin (OBI | Interstitial lung disease 1 A
REC3-134 WNO000141
822)/0BI1821
2,3,
51
STUDY ) 7:Imp
1.Anaemia
CMUH108- 2021A3253|follow up| PROCEDURE/ ) oorta
47. 2021/4/12 2.Thrombocytopenia A
REC3-162 67 6 ACALABRUTI nt
3.Leukocytosis
NIB medic
al
event
112 # 11 *» 16 p % 43 F > % 66 |
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2,3,
4,
7:lmp
RITUXIMAB/
CMUH108- 2021A0392 [follow up ) oorta
48. 2021/2/8 CHLORAMBU [ Tumour lysis syndrome
REC3-162 97 11 nt
CIL ]
medic
al
event
2,3,
4]
7:1mp
RITUXIMAB/
CMUH108- 2021A6364 [follow up POTENTIAL HY'S LAW | oorta
49, 2021/7/14 CHLORAMBU _ o
REC3-162 12 4 CIL (Drug-induced liver injury)| nt
medic
al
event
1,2,
3] 4!
7:1mp
RITUXIMAB/
CMUH108- 2021A6364 [follow up POTENTIAL HY'S LAW | oorta
50. 2021/7/14 CHLORAMBU _ o
REC3-162 12 5 CIL (Drug-induced liver injury)| nt
medic
al
event
1,2,
3] 4!
7:1mp
RITUXIMAB/
CMUH108- 2021A6364 [follow up POTENTIAL HY'S LAW | oorta
51. 2021/7/14 CHLORAMBU _ o
REC3-162 12 6 CIL (Drug-induced liver injury)| nt
medic
al
event
ACALABRUTI
CMUH108- 2023A2425 » )
52. 2023/10/20 Initial NIB SEPSIS (Sepsis) 2,3
REC3-162 68
/RITUXIMAB
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5 2+ ML &
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
53. 2022/11/20 follow up MYASTHENIAGRAVIS | 23 | A
REC3-185 4 NIVOLUMAB
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB,;
54, 2022/11/20 follow up MYASTHENIAGRAVIS | 23 | A
REC3-185 4 NIVOLUMAB
2) MYOPATHY
2,3,
7:Imp
SUSPECTED DRUG
CMUH109- 2023A1732 Blinded for ortant
55. 2023/7/13 Initial REACTION (Adverse drug A
REC3-104 44 Investigator ] medic
reaction)
al
event
1,2,
3] 4!
. . —|7amp
CMUH109- 2022A0068 [follow up| Blinded for [ 1.Acute respiratory failure
56. 2022/1/4 ] ] ortant| A
REC3-104 40 7 Investigator 2.Septic shock )
medic
al
event
CMUH109- 2023A1213|follow up| Blinded for )
57. 2023/5/23 DIARRHEA (Diarrhoea) | 2,3 [ A
REC3-104 43 2 Investigator
21
7:1mp
SUSPECTED DRUG
CMUH109- 2023A1732(follow up| Blinded for ortant
58. 2023/7/13 REACTION (Adverse drug A
REC3-104 44 1 Investigator ) medic
reaction)
al
event
EXACERBATED
CMUH109- 2023A0420(follow up| Blinded for CHRONIC KIDNEY
59. 2023/2/2 ) o 2,3 A
REC3-104 90 3 Investigator |DISEASE (Chronic kidney
disease)
112 # 11 * 16 p % 45 F > % 66 F
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1,3,
7:lmp
CMUH109- 2023A1461 |follow up| Blinded for ) ortant
60. 2023/6/8 Hypokalaemia A
REC3-104 75 1 Investigator medic
al
event
CMUH109- 2023A1856 Blinded for
61. 2023/8/14 Initial ) Hypercalcaemia 2,31 A
REC3-104 27 Investigator
CMUH109- 2023A1856 [follow up| Blinded for .
62. 2023/8/14 ) Hypercalcaemia 2,3 A
REC3-104 27 1 Investigator
2,3,
7:1Imp
CMUH109- 2021A8520(follow up| Blinded for . ortant
63. 2021/10/15 ) ASCITES (Ascites) A
REC3-104 72 1 Investigator medic
al
event
1.ACUTE KIDNEY
CMUH109- 2023A0735(follow up| Blinded for FAILURE (Acute kidney | 1, 2,
64. 2023/3/22 ] o A
REC3-104 57 4 Investigator injury) 3
2.Urosepsis
CMUH109- 2023A1856 [follow up| Blinded for )
65. 2023/8/14 Hypercalcaemia 2,3 | A
REC3-104 27 3 Investigator
2,3,
7:1mp
CMUH109- 2023A1461 [follow up| Blinded for ) ortant
66. 2023/6/8 ) Hypokalaemia | A
REC3-104 75 4 Investigator medic
al
event
1,2,
31
] ] 7:Imp
CMUH109- 2023A0735(follow up| Blinded for 1.Urosepsis
67. 2023/3/22 ] ) o ortant| A
REC3-104 57 5 Investigator 2.Acute kidney injury )
medic
al
event
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1,2,
1.VASCULAR ULCER 3,
) WITH INFECTIOUS  [7:Imp
CMUH109- 2023A1940 (follow up| Blinded for
2023/5/24 ) PROCESS (Skin ulcer) [ortant|] A
REC3-104 78 1 Investigator
2.TYPE 2 DIABETES [medic
(Type 2 diabetes mellitus) | al

event

#1) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2201POLO00|Followup | ENZALUTAMI . )
REC3.098 2022/117 2492 A DE (3475 anemia [Anaemia] 2.3 A
SOLUTION
FOR
INJECTION

STUDY)

#1) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2201POLO00|Followup | ENZALUTAMI . ]
REC3.098 2022/117 2492 . DE (3475 anemia [Anaemia] 2.3 A
SOLUTION
FOR
INJECTION

STUDY)
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71.

CMUH108-
REC3-098

2022/1/7

2201POL00
2492

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

anemia [Anaemia]

2.3

72.

CMUH108-
REC3-098

2022/1/7

2201POL00
2492

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

anemia [Anaemia]

2.3

73.

CMUH108-
REC3-098

2022/1/7

2201POLO00
2492

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

anemia [Anaemia]

2.3

74.

CMUH105-
REC3-093

2023/5/24

2308POLO1
0767

Initial

#1)
SUNITINIB

Death
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CMUH110- 2303GBRO |Followup CISPLATIN [Disease progression]
2023/3/8 (7902 STUDY) 13| A

REC3-102 03566 17 . . Weight Loss [Weight
(Cisplatin)

Disease Progression

L decreased]
Injection

#3)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)

Adynamic ileus [lleus
(Leucovorin)

paralytic]
CMUH110- 2212CHLO |Followup Injection i B
2022/11/20 Pneumonitis [Pneumonitis]| 1.3 A
REC3-102 03745 8 #3)
OXALIPLATIN

(7902 STUDY)

Respiratory failure

[Respiratory failure]

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection aspiration pneumonia
#3) [Pneumonia aspiration]
OXALIPLATIN| Liver Function Test result
CMUH110- 2023721 2307KORO0 |Followup| (7902 STUDY) | elevation [Liver function 13 A
REC3-102 11329 9 (oxaliplatin) test increased]
Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)

Adynamic ileus [lleus
(Leucovorin)

paralytic]
CMUH110- 2212CHLO |Followup Injection i .
2022/11/20 Pneumonitis [Pneumonitis]| 1.3 A
REC3-102 03745 9 #3)
OXALIPLATIN

(7902 STUDY)

Respiratory failure

[Respiratory failure]

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN | toxic epidermal necrolysis
(7902 STUDY) [Toxic epidermal
(oxaliplatin) necrolysis]
CMUH110- 2301KORO0 |Followup Injection Anaphylaxis [Anaphylactic
REC3-102 20231119 02423 6 #3) reaction] Le3| A
LEUCOVORIN malignant neoplasm
(7902 STUDY) | progression [Malignant
(Leucovorin) neoplasm progression]
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 11 » 16 p % 53 F > % 66 F
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for
injection Immune-mediated hepatitis

#3) [Immune-mediated
OXALIPLATIN hepatitis]
CMUH110- 20237101 2307KORO0 |Followup| (7902 STUDY) | aspiration pneumonia 3l A
REC3-102 11329 10 (oxaliplatin) [Pneumonia aspiration]
Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY) ) ) o
) Respiratory insufficiency
(Leucovorin)
CMUH110- 2212CHLO |Followup Injection i -
2022/11/20 Pneumonitis [Pneumonitis]| 1.3 A

REC3-102 03745 10 #3)
OXALIPLATIN

(7902 STUDY)

[Respiratory failure]

Adynamic ileus [lleus

paralytic]

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB

(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN

Respiratory insufficiency
(7902 STUDY) ) )
[Respiratory failure]

(Leucovorin)

CMUH110- 2212CHLO |Followup Injection

2022/11/20 Adynamic ileus [lleus 1.3 A

REC3-102 03745 11 #3) )
paralytic]

OXALIPLATIN _ _
Nosocomial pneumonia
(7902 STUDY)

Pneumonitis [Pneumonitis]

o [Pneumonia]
(oxaliplatin)

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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83.

CMUH110-
REC3-102

2023/3/8

2303GBRO
03566

Followup
18

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Weight Loss [Weight
decreased]
Disease Progression

[Disease progression]

1.3

84.

CMUH112-
REC3-002

2023/6/30

2307CHNO
03637

Followup
5

#1)
IRINOTECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(irinotecan)

Injection

Lung infection
[Pneumonia]
Respiratory failure

[Respiratory failure]

1.2.3

85.

CMUH107-
REC3-134

2023/9/11

0oBI10822T
WNO000141

FU1

Adagloxad
simolenin (OBI
822)/0BI1821

Interstitial lung disease

86.

CMUH107-
REC3-134

2023/9/11

0oBI10822T
WNO000141

FU 2

Adagloxad
simolenin (OBI
822)/0Bl1821

Interstitial lung disease
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3% ¢ BB K

B XM (FELEH
K | Hap W " vaEs 3 % [0
B 2 S5 &
2,3,
) 7:
1.SEPSIS (Sepsis)
) Impor
CMUH109- 2023A0480(follow up| Blinded for 2.DRUG INDUCED
87. 2023/2/23 ) ) tant [ A
REC3-160 45 2 Investigator |HEPATITIS (Drug-induced di
medic
liver injury)
al
event
CMUH109- 2023A1140|follow up| Blinded for ]
88. 2023/5/13 ) Hypokalaemia 2 A
REC3-160 81 1 Investigator
2,3,
7:
DECREASED LEVEL OF |
mpor
CMUH109- 2023A1580 (follow up| Blinded for CONSCIOUSNESS
89. 2023/7/8 ) tant | A
REC3-160 93 1 Investigator (Depressed level of )
] medic
consciousness)
al
event
CMUH109- 2022A0895 [follow up| Blinded for [ESOPHAGEAL FISTULA
90. 2022/2/8 ) ) 1,3 A
REC3-160 03 4 Investigator (Oesophageal fistula)
2,3,
I8
DECREASED LEVEL OF |
mpor
CMUH109- 2023A1580(follow up| Blinded for CONSCIOUSNESS
91. 2023/7/8 ) tant | A
REC3-160 93 2 Investigator (Depressed level of ]
] medic
consciousness)
al
event
2! 3!
I8
) Impor
CMUH109- 2023A1592 [follow up| Blinded for ) )
92. 2023/7/10 ) Febrile neutropenia tant [ A
REC3-160 98 1 Investigator ]
medic
al
event
INTERSTITIAL
CMUH109- 2023A1705 Blinded for
93. 2023/7/24 Initial ] PNEUMONIA (Interstitial [ 2 A
REC3-160 18 Investigator )
lung disease)
112 # 11 *» 16 p % 58 F > % 66 F
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B XM (FELEH
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B 2 S5 )
INTERSTITIAL
CMUH109- 2023A1705(follow up| Blinded for
94. 2023/7/24 ) PNEUMONIA (Interstitial | 2,3 [ A
REC3-160 18 1 Investigator .
lung disease)
CMUH109- 2023A1538(follow up| Blinded for HYPOTENSION
95. 2023/7/3 ) ) 2 A
REC3-160 08 1 Investigator (Hypotension)
CMUH109- 2023A1553(follow up| Blinded for ] 1,2,
96. 2023/6/30 ) APLASIA (Aplasia) A
REC3-160 73 5 Investigator 3
CMUH109- 2023A1702[follow up| Blinded for NEUTROPENIA
97. 2023/7/25 ) ) 2,3 A
REC3-160 84 1 Investigator (Neutropenia)
CMUH109- 2023A1538(follow up| Blinded for HYPOTENSION
98. 2023/7/3 ) ] 2 A
REC3-160 08 2 Investigator (Hypotension)
CMUH109- 2023A0464 |follow up| Blinded for S
99. 2023/2/21 ] Myocardial injury 2,3 | A
REC3-160 86 7 Investigator
CMUH109- 2022A0895[follow up| Blinded for )
100. 2021/12/16 ] Hyperglycaemia 2,3 | A
REC3-160 24 9 Investigator
1.Hypotension
2.ESOPHAGOPLEURAL
CMUH109- 2023A1538(follow up| Blinded for
101. 2023/7/3 ] FISTULA 2,3 A
REC3-160 08 3 Investigator
(Oesophagopleural
fistula)
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION
102. 2023/4/5 ) ) L2 A
REC3-160 23 5 Investigator (Pneumonia)
1.Hypotension
2.ESOPHAGOPLEURAL
CMUH109- 2023A1538(follow up| Blinded for
103. 2023/7/3 ] FISTULA 2,3 A
REC3-160 08 4 Investigator
(Oesophagopleural
fistula)
2,3,
I
) Impor
CMUH109- 2023A1580 (follow up| Blinded for Depressed level of
104. 2023/7/8 ) ) tant | A
REC3-160 93 3 Investigator consciousness ]
medic
al
event
112 # 11 *» 16 p % 50 B> x 66 |
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B XM (FELEH
wesn |mapw | T " vaEs 3 % [0
B 2 S5 &
CMUH109- 2022A2660|follow up| Blinded for TOXIC HEPATITIS 1,2,
105. 2022/7/11 ) . ] A
REC3-160 06 5 Investigator (Hepatitis toxic) 3
CMUH109- 2023A0140 (follow up| Blinded for
106. 2023/1/16 ) Pneumonitis 2,3 A
REC3-160 47 6 Investigator
CMUH109- 2022A2023(follow up| Blinded for 1,2,
107. 2022/5/17 ) Myocardial infarction A
REC3-160 69 10 Investigator 3
CMUH109- 2022A0895 [follow up| Blinded for [ESOPHAGEAL FISTULA
108. 2022/2/8 ) ) 1,3 A
REC3-160 03 5 Investigator (Oesophageal fistula)
CMUH109- 2022A2935follow up| Blinded for [ESOPHAGEAL FISTULA
109. 2022/8/18 ) ) 1,3 A
REC3-160 50 5 Investigator (Oesophageal fistula)
1.Neutropenia
2.Septic shock
CMUH109- 2022A2278(follow up| Blinded for 3.Acute kidney injury | 1, 2,
110. 2022/6/18 ) ) ] A
REC3-160 97 6 Investigator 4.Upper gastrointestinal 3
haemorrhage
5.Pulmonary haemorrhage
CMUH109- 2023A2029 follow up| Blinded for [ESOPHAGEAL FISTULA
111. 2023/8/10 ] ) 2,3 A
REC3-160 62 1 Investigator (Oesophageal fistula)
2,3,
7:
Impor
CMUH109- 2022A2820(follow up| Blinded for
112. 2022/8/8 ) Febrile neutropenia tant [ A
REC3-160 46 7 Investigator )
medic
al
event
CMUH109- 2022A0895 [follow up| Blinded for [ESOPHAGEAL FISTULA
113. 2022/2/8 ) ) 1,3 A
REC3-160 03 6 Investigator (Oesophageal fistula)
2,3,
7:
Impor
CMUH109- 2023A1592[follow up| Blinded for ] )
114. 2023/7/10 ] Febrile neutropenia tant [ A
REC3-160 98 2 Investigator )
medic
al
event
112 # 11 *» 16 p % 60 % 66 |
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3% ¢ BB K

B XM (FELEH
Kems |52 0 " vrEs 3 A% T e
B 2 S5 )
2,3,
7:
) Impor
CMUH109- 2023A1592 [follow up| Blinded for

115. 2023/7/10 ) Febrile neutropenia tant [ A

REC3-160 98 3 Investigator ]
medic

al
event

CMUH109- 2021A8826 [follow up| Blinded for 1,2,

116. 2021/12/11 Pneumonitis A
REC3-160 86 4 Investigator 3
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION 1,2,

117. 2023/4/5 _ _ A
REC3-160 23 6 Investigator (Pneumonia) 3

1.ESOPHAGEAL
FISTULA (Oesophageal
CMUH109- 2023A1387 . Blinded for )
118. 2023/6/12 Initial ) fistula) 1,3 A
REC3-160 26 Investigator
2.UNEXPLAINED
DEATH (Death)
CMUH109- 2023A2169 Blinded for 1.Neutropenia
119. 2023/9/21 Initial ) ) 2,3 A
REC3-160 73 Investigator 2.Thrombocytopenia
1,3,
I8
) Impor
CMUH109- 2023A2096 [follow up| Blinded for PULMONARY
120. 2023/9/11 ) | tant | A
REC3-160 02 1 Investigator | INFECTION (Pneumonia) ]
medic
al
event
CMUH109- 2023A2169(follow up| Blinded for 1.Neutropenia
121. 2023/9/21 ] ] 2,3 A
REC3-160 73 1 Investigator 2.Thrombocytopenia
1,3,
7:
IMMUNE
Impor
CMUH109- 2022A1973(follow up| Blinded for PNEUMONITIS

122. 2022/5/4 ) ) tant | A

REC3-160 16 4 Investigator (Immune-mediated lung )
] medic
disease)
al
event
112 # 11 *» 16 p % 61 F % 66 |
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B XM (FELEH
R A TR g " v 7 ag e it
B 2 S5 )
) GASTROSTOMY TUBE
CMUH109- 2023A2401 Blinded for
123. 2023/10/18 Initial ) OUTLET (Device A
REC3-160 75 Investigator . ]
dislocation)
INTERSTITIAL
CMUH109- 2023A1705follow up| Blinded for
124. 2023/7/24 PNEUMONIA (Interstitial A
REC3-160 18 2 Investigator )
lung disease)
CMUH109- 2022A1998(follow up| Blinded for LUNG INFECTION
125. 2022/5/23 ) ) A
REC3-160 21 2 Investigator (Pneumonia)
CMUH111- 2023A1935 . Blinded for .
126. 2023/8/23 Initial ) Hypophysitis A
REC3-077 16 Investigator
CMUH111- 2023A1772(follow up| Blinded for BRAIN INFARCTION
127. 2023/8/1 ) ) ) A
REC3-077 14 1 Investigator (Cerebral infarction) ]
medic
CMUH111- 2023A1352follow up| Blinded for WORSENING OF
128. 2023/6/10 A
REC3-077 81 2 Investigator ANEMIA (Anaemia)
CMUH111- 2023A2010 Blinded for
129. 2023/9/2 Initial ) FEVER (Pyrexia) A
REC3-077 56 Investigator

medic

112 # 11 * 16 p
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3% ¢ BB K

B XM (FELEH
K |55 " vaEs 3 % [0
B 2 S5 &
1,7:
Impor
POTENTIAL HY'S LAW
CMUH111- 2023A1332[follow up| Blinded for ) tant
130. 2023/6/7 (Suspected drug-induced A
REC3-077 61 2 Investigator o medic
liver injury)
al
event
2,3,
7:
RANSIENT ISCHEMIC [Impor
CMUH111- 2023A1772(follow up| Blinded for
131. 2023/8/1 ATTACK (Transient tant | A
REC3-077 14 2 Investigator
ischaemic attack) medic
al
event
CMUH111- 2023A1123 |follow up| Blinded for -
132. 2023/5/7 ) COLITIS (Colitis) 1,3 A
REC3-077 78 4 Investigator
CMUH111- 2023A1352[follow up| Blinded for WORSENING OF
133. 2023/6/10 ) ) 2,3 A
REC3-077 81 3 Investigator ANEMIA (Anaemia)
CMUH111- 2023A1584 [follow up| Blinded for [1.DIARRHEA (Diarrhoea)
134. 2023/7/7 ] 2,3 A
REC3-077 20 3 Investigator | 2.Platelet count decreased
2,3,
I8
RANSIENT ISCHEMIC [Impor
CMUH111- 2023A1772(follow up| Blinded for
135. 2023/8/1 ) ATTACK (Transient tant | A
REC3-077 14 3 Investigator . ) ]
ischaemic attack) medic
al
event
2,3,
I
] COMPLICATED UTI  |Impor
CMUH111- 2023A2010(follow up| Blinded for
136. 2023/9/2 ] RELATED TO TACE tant [ A
REC3-077 56 1 Investigator ) ] ) ]
(Urinary tract infection) [medic
al
event
112 # 11 *» 16 p % 63 F % 66 |
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3% ¢ BB K

B XM (FELEH
ngu (e | FFF " v 3 age 4% 5=
B 2 S5 )
GENERAL HEALTH
CMUH111- 2023A2035 » Blinded for ALTERATION (General
137. 2023/9/5 Initial 2,3 A
REC3-077 20 Investigator physical health
deterioration)
CMUH111- 2023A2171 Blinded for | UNEXPLAINED DEATH
138. 2023/9/20 Initial ) 1 A
REC3-077 71 Investigator (Death)
SYMPTOMATIC
CMUH111- 2023A2222 Blinded for
139. 2023/9/19 Initial HYPONATREMIA 2,3 A
REC3-077 99 Investigator )
(Hyponatraemia)
CMUH111- 2023A1584 [follow up| Blinded for |1.DIARRHEA (Diarrhoea)
140. 2023/7/7 2,3 A
REC3-077 20 4 Investigator | 2.Platelet count decreased
CMUH111- 2023A2290(follow up| Blinded for | THROMBOCYTOPENIA
141. 2023/9/29 ) ] 2,3 A
REC3-077 74 1 Investigator (Thrombocytopenia)
CMUH111- 2023A1838(follow up| Blinded for PNEUMONIA
142. 2023/7/26 ) ] 2,3 A
REC3-077 39 3 Investigator (Pneumonia)
CMUH111- 2023A1352 [follow up| Blinded for WORSENING OF
143. 2023/6/10 2,3 A
REC3-077 81 4 Investigator ANEMIA (Anaemia)
CMUH111- 2023A1935(follow up| Blinded for HYPOPHYSITIS
144, 2023/8/23 ) - 2,3 A
REC3-077 16 1 Investigator (Hypophysitis)
CMUH111- 2023A2171(follow up| Blinded for [ UNEXPLAINED DEATH
145. 2023/9/20 ) 1 A
REC3-077 71 1 Investigator (Death)
CMUH111- 2023A2290(follow up| Blinded for | THROMBOCYTOPENIA
146. 2023/9/29 ) ) 2,3 A
REC3-077 74 2 Investigator (Thrombocytopenia)
(k] FATIH -
QR #F i# }i‘ is 1 IE % ﬁ
g
B 5 * € B . FAPMTE
EX ol
[z 2444 ]
DSUR No.11
1. CMUH110-REC3-049 TR Féﬁé% 4 4 MOR208

DPFL G R 2022 £ 077 31 F
p

3 2023 & 07 * 30

[z 2444 ]
2. CMUH111-REC3-118 5= = | *SMC Meeting Minutes, Recommendation form, Slide
*p#p 1122097 26 p
3. CMUH108-REC3-051 3R VAL [z = 2H4F2 ]

112 # 11 * 16 p
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pn|  rpuww | FHP G
*E%RE 5 LA MK-7902
*F rMAFL MR 202302 % 13 p X 2023 & 08 * 12
2
(2% 2P+ ]
. *E%kE 5 LA MKT7902
4. CMUH110-REC3-102 IRk < s T
13-FEB-2023 to 12-AUG-2023
[ % 2P+ ]
5. CMUH108-REC3-150 FL R |} %4 L Upadacitinib
*H AMAFLHRF I112#202% 16 p 2 112208 15 p
[LATa#c2p]
6. CMUH111-REC3-155 < = | &4 ! Edition 4.0
*p g : 07 Sep 2023
[z#px 21342 ]
7. CMUH110-REC3-128 ELR | *RE%HES LH 0 LOXO-305
*F rMAFLHEFL110E2092 28p 3 111 & 092 27 P
[z#px 2134 ]
| *#@skE 5 AL ¢ Iptacopan (LNP023)
8. | CMUHLIOREC3-122 | F 44 |, }_w%% 12022 #10 7 01 p % 2023 & 03 7 31
p
[z#p= 244 ]
oy e | YIRS ES LA Glofitamab
% | CMUHIOBREC3-034 1 %27 Jy papatym 12022 127 197 5 2023 # 6 * 18
p
[z#p= 244 ]
*:k% % ¢4 Darolutamide
* ppERL PR 12022 & 04 % 01 p 3 2023 # 06 * 30
2
1.Quarterly Summary Report of SUSAR 01Apr2022 to
30Jun2022
10. | CMUH110-REC3-213 = 47 £ | 2.Quarterly Summary Report of SUSAR 01Jul2022 to
30Sep2022
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