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#2) mellitus [Fulminant type 1
CMUH111- 2305JPNO0O |Followup | PEMBROLIZU diabetes mellitus]
4, 2023/4/22 23 [ A
REC3-116 0702 10 MAB Stevens-Johnson syndrome
(pembrolizumab [Stevens-Johnson
) syndrome]
#1) MK-6482 | Fulminant type 1 diabetes
#2) mellitus [Fulminant type 1
CMUH111- 2305JPNO0O |Followup| PEMBROLIZU diabetes mellitus]
5. 2023/4/28 23 [ A
REC3-116 0702 11 MAB Stevens-Johnson syndrome
(pembrolizumab [Stevens-Johnson
) syndrome]
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Type 2 diabetes with
complications [Diabetic
#1) MK-6482 complication]
#2) Fever [Pyrexia]
CMUH111- 2305CHNO |Followup| PEMBROLIZU [Serum creatinine increased
6. 2023/5/8 2.3 A
REC3-116 04145 3 MAB [Blood creatinine
(pembrolizumab increased]
) Blood direct bilirubin
increased [Bilirubin
conjugated increased]
#1) MK-6482
#2)
CMUH111- 23021TAOO PEMBROLIZU Worsening Anemia
2023/12/20 Initial 2.3 A
REC3-116 3491 MAB [Anaemia]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU | cardiac decompensation
REC3-116 20230512 01593 6 MAB [Cardiac failure] 23 A
(pembrolizumab
)
Type 2 diabetes with
complications [Type 2
#1 ) MK-6482 diabetes mellitus]
#2) Fever [Pyrexia]
CMUH111- 2305CHNO |Followup| PEMBROLIZU [ Serum creatinine increased
REC3-116 20231518 04145 4 MAB [Blood creatinine 23 A
(pembrolizumab increased]
) Blood direct bilirubin
increased [Bilirubin
conjugated increased]
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#1) MK-6482 |Stevens-Johnson syndrome
#2) [Stevens-Johnson

CMUH111- 2305JPNO0O |Followup | PEMBROLIZU syndrome]

10. 2023/4/22 23 [ A

REC3-116 0702 12 MAB Fulminant type 1 diabetes
(pembrolizumab | mellitus [Fulminant type 1
) diabetes mellitus]
#1) MK-6482
#2)
CMUH111- 2302ITAQO |Followup| PEMBROLIZU Worsening Anemia

11. 2022/12/20 23 [ A

REC3-116 3491 1 MAB [Anaemia]
(pembrolizumab
)
Type 2 diabetes with
complications [Type 2
#1) MK-6482 diabetes mellitus]
#2) Fever [Pyrexia]
CMUH111- 2305CHNO |Followup| PEMBROLIZU [ Serum creatinine increased
12. 2023/5/8 o 23 [ A
REC3-116 04145 5 MAB [Blood creatinine
(pembrolizumab increased]
) Blood direct bilirubin
increased [Bilirubin
conjugated increased]
CMUH111- 2022A2456 [follow up 1-

13. 2022/7/1 AZDA4573 Pyrexia A
REC3-010 54 12 3-4
CMUH111- 2022A2456 [follow up 1-

14. 2022/7/1 AZDA4573 Pyrexia A
REC3-010 54 13 3-4
CMUH111- 2022A2456 [follow up ) 1-

15. 2022/7/1 AZDA4573 Pyrexia A
REC3-010 54 14 3-4
CMUH111- 2022A3549 [follow up )

16. 2022/10/23 AZDA4573 Septic shock 1-31 A
REC3-010 86 1
CMUH111- 2022A3912 [follow up

17. 2022/11/25 AZDA4573 Septic shock 1-21 A
REC3-010 41 1
CMUH111- 2022A3912 [follow up ]

18. 2022/11/25 AZDA4573 Septic shock 1-21 A
REC3-010 41 2
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CMUH111- 2023A0597 Aspartate aminotransferase| 2 -

19. 2023/3/9 Initial AZDA4573 A
REC3-010 22 increased 3~7
CMUH111- 2023A0749

20. Unknown Initial AZDA4573 Haemorrhage intracranial | 1 A
REC3-010 22
CMUH111- 2023A0749[follow up

21, 2023/2/15 AZDA4573 Haemorrhage intracranial | 1 A
REC3-010 22 1
CMUH111- 2023A1059

22, 2023/5/3 Initial AZDA4573 Tumour lysis syndrome [2~3| A
REC3-010 67
CMUH111- 2023A1059(follow up )

23. 2023/5/3 AZDA4573 Tumour lysis syndrome |23 A
REC3-010 67 1
CMUH109- BMS-2023-|follow up Brazil_DEFIBRINATION

24. 2023/1/17 Nivolumab 2 A
REC3-068 011347 8 SYNDROME
CMUH109- BMS-2022-follow up Germany_INTESTINAL

25. 2022/7/6 Nivolumab 1 A
REC3-068 072719 12 ISCHAEMIA
CMUH109- BMS-2022-[follow up| Docetaxel/ United States ATRIAL

26. 2022/7/13 2 A
REC3-068 074729 18 Nivolumab FIBRILLATION
CMUH109- bms-2023-0|follow up Brazil_DEFIBRINATION

27. 2023/1/17 Nivolumab 2 A
REC3-068 11347 9 SYNDROME
CMUH109- BMS-2022-|follow up

28. 2022/7/5 Docetaxel ROMANIA_SYNCOPE 2 A
REC3-068 071425 18
CMUH109- bms-2023-0 Docetaxel/ |GERMANY_PNEUMONI

29. 2022/4/28 Initial 2 A
REC3-068 63141 Nivolumab TIS
CMUH109- BMS-2022-[follow up| Docetaxel/ Germany_INTESTINAL

30. 2022/7/6 1 A
REC3-068 072719 13 Nivolumab ISCHAEMIA
CMUH109- BMS-2022-|follow up Israel_IMMUNOTHERAP

3L 2022/7/13 Nivolumab 1 A
REC3-068 074993 12 Y INDUCED HEPATITS
CMUH109- BMS-2023-|follow up Brazil_DEFIBRINATION

32. 2023/1/17 Nivolumab 2 A
REC3-068 011347 10 SYNDROME
CMUH109- BMS-2021-|follow up BRAZIL_ GUILLAIN

33. 2021/9/23 Nivolumab 1 A
REC3-068 102039 19 BARRE SYNDROME
CMUH109- BMS-2022-follow up Germany_INTESTINAL

34, 2022/7/6 Nivolumab 1 A
REC3-068 072719 14 ISCHAEMIA
CMUH111- 2023P7U00

35. 2023/05/31 Initial H8800 Acute cardiac event 2 A
REC3-218 084
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CMUH111- 2023P7U00|follow up )
36. 2023/5/31 H8800 Acute cardiac event 2 A
REC3-218 084 1
1) BILATERAL
CMUH110- 202304049 [follow up PNEUMONIA
37. 2023/3/30 ERDAFITINIB 1-31 A
REC3-184 06(6) 6 2) MUCOSITIS
3) HYPOTENTION
Blinded 2,3,7:
Semaglutide Medi
CMUH111- N _ _
38. 2023/6/23 | 1086343 Initial | (Placebo Tablet) ischemic Stroke cally| A
REC3-091 -
Tablet, 3,7, 14 Signif
mg icant
Blinded 2,3,7:
Semaglutide Medi
CMUH111- N o _
39. 2023/6/27 | 1086925 Initial |(Placebo Tablet)| Myocardial infarction |[cally| A
REC3-091 -
Tablet, 3,7, 14 Signif
mg icant
#1) MK-4280
+)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab) - N
o pneumonitis [Pneumonitis]
Injection ) .
CMUH111- 2304TWNO pneumonia [Pneumonia]
40. 2023/4/17 Initial #2) 1.3 A
REC3-174 07258 Aspiration Pneumonia
PACLITAXEL o
[Pneumonia aspiration]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
CMUH110- 2022/11/13 2211CHLO |Followup Injection pneumonia COVID-19 13 A
REC3-102 05033 12 #3) [COVID-19 pneumonia]
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
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 .
2022/11/20 Pneumonitis [Pneumonitis]| 1.3 A
REC3-102 03745 5 #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)
5-FLUOROUR
ACIL (7902

STUDY) Myelodysplastic syndrome
CMUH110- 2023/3/28 2303KORO0 |Followup| (5-Fluorouracil) [Myelodysplastic 123l A
REC3-102 09998 8 Injection syndrome]

#3) Pneumonia [Pneumonia]
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#4)
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 6 #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 Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
45, CMURLLO- 2022/5/13 22001TA00 Follownp #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 ot CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)

112 # 07 * 27 p




P RFEA 5“%&%%@ 2% 5% TELR§
_.‘F!]‘_..L:_ﬁ)ﬁg,,\ g (_}3&’;&2)
B XM (FLEH
e | FAp Y g m T RER dAE % |k
B 2 S5 )
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY) o
) Adynamic ileus [lleus
(Leucovorin) )
paralytic]
CMUH110- 2212CHLO |Followup Injection i .
46. 2022/11/20 Pneumonitis [Pneumonitis]| 1.3 A
REC3-102 03745 7 #3)
Respiratory failure
OXALIPLATIN _ _
[Respiratory failure]
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#1)
PEMBROLIZU
MAB Colonic perforation [Large
(pembrolizumab| intestine perforation]
CMUH110- 2302JPNOO [Followup| ) Solution for Septic shock [Septic
47, 2023/2/3 23 [ A
REC3-102 1685 28 injection shock]
#2 ) MK-7902 Lung infection
(lenvatinib [Pneumonia]
mesylate)
Capsule
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO . Injection Pneumonia [Pneumonia]
REC3-102 202314129 01926 Initel #3) pneumonia [Pneumonia] LA
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
49, CMURLLO- 2022/5/13 22001TA00 Follownp #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 2 CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
5-FLUOROUR
ACIL (7902

STUDY) Myelodysplastic syndrome
CMUH110- 2023/3/28 2303KORO0 |Followup| (5-Fluorouracil) [Myelodysplastic 123l A
REC3-102 09998 9 Injection syndrome]

#3) Pneumonia [Pneumonia]
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#4)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO |Followup Injection Pneumonia [Pneumonia]
REC3-102 202314129 01926 1 #3) pneumonia [Pneumonia] LA
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
5-FLUOROUR
ACIL (7902

STUDY) Myelodysplastic syndrome
CMUH110- 2023/3/28 2303KORO0 |Followup| (5-Fluorouracil) [Myelodysplastic 123l A
REC3-102 09998 10 Injection syndrome]

#3) Pneumonia [Pneumonia]
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection

#4)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO |Followup Injection Pneumonia [Pneumonia]
REC3-102 202314129 01926 2 #3) pneumonia [Pneumonia] LA
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 07 » 27 p 5

IN
(8]
=
S
o))
(00)
=




(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
54, CMURLLO- 2022/5/13 22001TA00 Follownp #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 2 CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) .
Progression disease
OXALIPLATIN ) )
[Disease progression]
(7902 STUDY) )
o hyperglycemia
(oxaliplatin) )
[Hyperglycaemia]
CMUH110- 2304KORO0 |Followup Injection ) . )
2023/4/5 febrile neutropenia [Febrile| 1.3 A
REC3-102 01909 3 #3) )
neutropenia]
LEUCOVORIN ) )
back pain [Back pain]
(7902 STUDY) )
) Hypoglycemia
(Leucovorin) )
o [Hypoglycaemia]
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

CMUH110- 2306JPNO0O |Followup Injection Hyperkalaemia

REC3-102 20z3/erz 6679 3 #) [Hyperkalaemia] 23| A

CISPLATIN

(7902 STUDY)
(Cisplatin)
Injection

#4)
5-FLUOROUR

ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection . )
42) Strangulated diaphragmatic
hernia [Abdominal
CMUH110- 2303CHNO |Followup| PACLITAXEL
2023/3/15 strangulated hernia] 2.3 A
REC3-102 05956 15 (7902 STUDY) | ) )
] intestinal obstructive shock
(paclitaxel) )
o [Obstructive shock]
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
112 # 07 » 27 p % 49 F > % 68 F
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB

(pembrolizumab

) Solution for

CMUH110- 2306JPNO0O |Followup Injection Hyperkalaemia

REC3-102 20z3/erz 6679 4 #) [Hyperkalaemia] 23| A

CISPLATIN

(7902 STUDY)
(Cisplatin)
Injection

#4)
5-FLUOROUR

ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) | |
Type 1 Diabetes Mellitus
OXALIPLATIN ] _
[Type 1 diabetes mellitus]
(7902 STUDY) o
L Progression disease
(oxaliplatin) _ _
[Disease progression]
CMUH110- 2304KORO0 |Followup Injection
2023/4/5 febrile neutropenia [Febrile| 1.3 A
REC3-102 01909 4 #3) _
neutropenia]
LEUCOVORIN _ _
back pain [Back pain]
(7902 STUDY) _
. Hypoglycemia
(Leucovorin) _
_— [Hypoglycaemia]
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CMUH110- 2303CHNO |Followup| PACLITAXEL _
REC3-102 2023/3/15 05956 16 (7902 STUDY) strangulated hernia] 2.3 A

(paclitaxel)

Strangulated diaphragmatic

hernia [Abdominal

intestinal obstructive shock

L [Obstructive shock]
Injection

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection
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#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB

(pembrolizumab

) Solution for

CMUH110- 2306JPNO0O |Followup Injection Hyperkalaemia

REC3-102 20z3/erz 6679 5 #) [Hyperkalaemia] 23| A

CISPLATIN

(7902 STUDY)
(Cisplatin)
Injection

#4)
5-FLUOROUR

ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO |Followup Injection pneumonia [Pneumonia]
REC3-102 202314729 01926 3 #3) Pneumonia [Pneumonia] L3 A
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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5 2+ ML &
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for |Oral mucositis [Stomatitis]
injection platelet count decreased
CMUH110- 22061 TAOO [Followup
63. 2022/5/13 #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 24
CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
2023A0558| Follow | BAY?2433334 ) 1,3,
64. | CMUH111- | 2023/04/18 Basal ganglia haemorrhage A
74 up 1 vs. Apixaban 4
REC3-198
2023A0807 BAY2433334
65. | CMUH111- | 2023/05/07 Initial Death 1 A
14 vs. Apixaban
REC3-198
2023A0807| Follow | BAY?2433334
66. | CMUH111- | 2023/05/07 Death 1 A
14 up 1 vs. Apixaban
REC3-198
CMUH109- 2023-07584 - 1) SEPTIC SHOCK 1.2
67. 2023/5/25 Initial | NIVOLUMAB A
REC3-185 7 2) UROSEPSIS 3.
Fatal Septic shock and
CMUH109- 2023-07584 ] ]
68. 2023/5/25 follow up life-threatening (LT) 1.3 A
REC3-185 7 NIVOLUMAB )
urosepsis
112 # 07 » 27 p % 55 F > % 68 F
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Life threatening (LT)
immune-mediated
CMUH109- 2022-14291 myasthenia gravis
69. 2022/11/20 follow up 23 | A
REC3-185 4 NIVOLUMAB (Verbatim: Immune
mediated myasthenia
gravis) and myopathy
Life threatening (LT)
immune-mediated
CMUH109- 2022-14291 myasthenia gravis
70. 2022/11/20 follow up . 23 | A
REC3-185 4 NIVOLUMAB (Verbatim: Immune
mediated myasthenia
gravis) and myopathy
CMUH111- 2023A0859 . BAY2433334 )
71. 2023/06/16 Initial ) Gastric haemorrhage 2,3 A
REC3-198 90 vs. Apixaban
CMUH111- 2023A0859 . BAY2433334 )
72. 2023/06/16 Initial ) Gastric haemorrhage 2,3 A
REC3-198 90 vs. Apixaban
DEUCRAVACI [1) GASTROINTESTINAL
CMUH110- 2022-15241
73. 2022/12/12 follow up TINIB,; PERFORATION 2.3 A
REC3-163 6
APREMILAST SUSPICIOUS
202209422
49 6 o ) )
74. | CMUH109- | 2022/8/22 Blinded initial Niraparib 1.HYPOKALEMIA 23 | A
inde
REC3-145
(EV)
202209576
follow up
75. | CMUH109- | 2022/9/26 91 13 ) Niraparib 1.DEHYDRATION 237 | A
REC3-145 Blinded
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#1) MK-4280
+)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab) - -
o pneumonitis [Pneumonitis]
Injection ) )
CMUH111- 2304TWNO|Followup pneumonia [Pneumonia]
2023/4/17 #2) 131 A
REC3-174 07258 1 Aspiration Pneumonia
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION

STUDY)

[Pneumonia aspiration]

(paclitaxel)

#1) MK-4280
)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab) - .
o pneumonitis [Pneumonitis]
Injection
CMUH111- 2304TWNO pneumonia [Pneumonia]
2023/4/17 Initial #2) 13 ] A
REC3-174 07258 Aspiration Pneumonia
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)

(paclitaxel)

[Pneumonia aspiration]
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#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami

de
CMURLLO- 2022/7/9 2022-MOR follow up (CYCLOPHOS |[Clostridium difficile colitis| 1 A
REC3-049 002079-CO 6 PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
CMUH110- 2023-MOR |follow up de Pneumocystis jirovecii
REC3-049 20237301 003216-KR 2 (CYCLOPHOS pneumonia L3 A
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami

de
CMUH110- 2022-MOR
20221717 Initial | (CYCLOPHOS Neutropenia 23 [ A
REC3-049 002061-AU PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)
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#1) MK-4280
)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab)
Injection pneumonia [Pneumonia]
CMUH111- 2304TWNO |Followup o ]
81. 2023/4/17 #2) Aspiration Pneumonia 13| A
REC3-174 07258 3
PACLITAXEL | [Pneumonia aspiration]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Blinded 2,3,7:
Semaglutide Medi
CMUH111- follow up o )
82. 2023/6/27 | 1086925 (Placebo Tablet)| Mpyocardial infarction |cally| A
REC3-091 1 -
Tablet, 3,7, 14 Signif
mg icant
follow up
ACUTE KIDNEY
CMUH109- 2022A3125 4 Blinded for ] 1,2,
83. 2022/8/29 ) INJURY (Acute kidney A
REC3-160 35 (Downgr | Investigator o 3
injury)
aded)
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION
84. 2023/4/5 ) ) 1,2 A
REC3-160 23 1 Investigator (Pneumonia)
2,3,
I
Impor
CMUH109- 2022A3422 [follow up| Blinded for ]
85. 2022/9/22 ) Hypokalaemia tant | A
REC3-160 33 2 Investigator ]
medic
al
event
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION
86. 2023/4/5 ) ) L2 A
REC3-160 23 2 Investigator (Pneumonia)
112 # 07 » 27 p % 61 F > % 68 F
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CMUH109- 2022A2023[follow up| Blinded for o ) 1,2,

87. 2022/5/17 Myocardial infarction A

REC3-160 69 6 Investigator 3
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA

88. 2022/2/22 ) 2,3 A
REC3-160 20 7 Investigator (Tracheooesophageal

fistula)
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA

89. 2022/2/22 ) 2,3 A
REC3-160 20 8 Investigator (Tracheooesophageal

fistula)
CMUH109- 2023A0464 [follow up| Blinded for o

90. 2023/2/22 ) Myocardial injury 2 A
REC3-160 86 4 Investigator
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION

91. 2023/4/5 ) ] L2 A
REC3-160 23 3 Investigator (Pneumonia)

CMUH109- 2023A0464 [follow up| Blinded for

92. 2023/2/22 Myocardial injury 2 A
REC3-160 86 5 Investigator
CMUH109- 2022A2023[follow up| Blinded for S 1,2,

93. 2022/5/17 Myocardial injury A
REC3-160 69 7 Investigator 3
CMUH109- 2022A2980(follow up| Blinded for TOXIC HEPATITIS 1,2,

94. 2022/8/6 ) N ) A
REC3-160 70 2 Investigator (Hepatitis toxic) 3
CMUH109- 2022A0114 |follow up| Blinded for | UNEXPLAINED DEATH

95. 2022/1/2 1 A
REC3-160 08 1 Investigator (Death)

CMUH109- 2023A1140 » Blinded for ]

96. 2023/5/13 Initial Hypokalaemia 2,3 A
REC3-160 81 Investigator
CMUH109- 2023A0833(follow up| Blinded for LUNG INFECTION

97. 2023/4/5 ] ] L2 A
REC3-160 23 4 Investigator (Pneumonia)

CMUH109- 2023A0464 |follow up| Blinded for S

98. 2023/2/22 ] Myocardial injury 2 A
REC3-160 86 6 Investigator
CMUH109- 2022A2660 [follow up| Blinded for TOXIC HEPATITIS 1,2,

99. 2022/7/11 ) - ) A
REC3-160 06 3 Investigator (Hepatitis toxic) 3
CMUH109- 2022A2660 [follow up| Blinded for TOXIC HEPATITIS 1,2,

100. 2022/7/11 ) - ) A
REC3-160 06 4 Investigator (Hepatitis toxic) 3
CMUH109- 2022A2980(follow up| Blinded for TOXIC HEPATITIS 1,2,

101. 2022/8/6 ) - ) A
REC3-160 70 3 Investigator (Hepatitis toxic) 3
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1.AGGRAVATED TYPE 2
) DIABETES (Type 2
CMUH109- 2023A0735(follow up| Blinded for ] )
102. 2023/3/26 ) diabetes mellitus) 2,3 A
REC3-160 42 4 Investigator
2. Hypernatraemia
3.Arrhythmia
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA (Acquired
103. 2022/2/22 ) 2,3 A
REC3-160 20 9 Investigator tracheo-oesophageal
fistula)
CMUH109- 2022A2023[follow up| Blinded for 1,2,
104. 2023/5/17 Myocardial infarction A
REC3-160 69 9 Investigator 3
2,3,
7:1mp
CMUH109- 2022A2820[follow up| Blinded for ] ] ortant
105. 2022/8/8 ) Febrile neutropenia A
REC3-160 46 6 Investigator medic
al
event
CMUH109- 2023A1538 - Blinded for )
106. 2023/7/3 Initial ) Hypotension 2 A
REC3-160 08 Investigator
2! 3!
7:1mp
CMUH109- 2023A1580 - Blinded for Depressed level of ortant
107. 2023/7/8 Initial ] ] A
REC3-160 93 Investigator consciousness medic
al
event
2,3,
7:1mp
CMUH109- 2023A1592 Blinded for ortant
108. 2023/7/10 Initial ] Febrile neutropenia | A
REC3-160 98 Investigator medic
al
event
CMUH109- 2022A0895 [follow up|  Blinded for )
109. 2021/12/16 ) Hyperglycaemia 1,3 A
REC3-160 24 8 Investigator
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CMUH108-
REC3-057

110.

2021/10/6

2110FRAO
03736

Followup

10

#1) MK-7339 )
] Malignant neoplasm
(olaparib)
#2)
PEMBROLIZU

MAB

progression
COVID-19 pneumonia

1,23

Pyelonephritis

CMUH108-
REC3-057

111.

2021/10/6

2110FRAO
03736

Followup

11

#1) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Malignant neoplasm
progression

COVID-19 pneumonia

1,23

Pyelonephritis
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CMUH110-REC3-195

o
\\H\-

&

(#£¢]
i 0 ")5 Fﬁg\:?‘%/r}%“‘ﬁig" T8 (g T q .gt.‘r-"}; fi# gt
22 Treatment 2 2 % % * 4= (CHB- TI) d 3t p w R -
IB 5% (TH HBVV V- 001) %% » # iISRC fainidsk e A i 7
R ek et THHBV VV-001 ¥ gs 5| eh
protelnurla {v haematuria % > 2 F #2720 T H o LR
WA R E S s o b BT & TH HBVVV 001
¥ 3 — B4k Investigator 4R % ¥2 CHB- TI g B £ nonserious
asymptomatic myocarditis * GSK » #-4-#%+ TH HBV VV-001
P i 4F @75 cardiac adverse events i {7 5% £ 355 o 1T 5 F
}‘7?4'/L % GSK + A&7 izt & THHBV ASO-001 # CHB-TI
ﬁﬂ%g’; Fog o ARFFE-HATEE EL F P %
B o dwmpadogit i aEd 448 -

CMUH109-REC3-069

o
\\H\'

Nl

[#&]
FROF D RRE MY SRR E SRR # - TH HBV VV-001
Restart of treatment in Step C dated 19Jun2023 EC letter %
Investigator letter - &% &% &

A iEse 2023/5/25 i 47 IRB H # £38 2 0 % > LAFie A
35 Step C 2w % éiﬁaﬂg—%@:#_‘ﬂ R Rk S
Ay AR M TRE LR 6 h AE BT S MR
2 Eur B EA AR RN L R F Y
IRB -
ff,% *2023/6/19 7 ¢ 5 WP A R BHAcT Jf"éfgﬁ EL
W'/b WA oehe fgL/T&'«% wﬁdfiwﬁﬁ rohF A ED
v}ﬂff\ n‘ff\‘fr‘m é‘f,\"é LR v IR
Ph% o FEREH LS Féﬁé}:rﬁs? ;éiﬁ R R & F
FrflE > Fl o RFRRHE A% Step C 2w

=

A~
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3. CMUH111-REC3-043

[z =% 21442 ]

*RE B $ AL 1 ABBV-154

*% MMAR 2 MR 12022 # 10 7 19 p 3 2023 # 04 ¢ 18
p

4. CMUH111-REC3-116

[z#px 21342 ]

*E%RE S LA 0 MK6482 BELZUTIFAN
*E PP AFLHRF 2022 £ 100 28 p 1 2023 & 04 *
27 p

5. CMUH111-REC3-010

[z =% 2444 ]
*i & @ Periodic Safety Summary of SUSARs AZD4573 17
February 2023
*p #p @ 17 February 2023

6. CMUH111-REC3-103

(2= 2144 ]

*Eo%k ¥4 LA - lcoSema (NNC0148-0287sema)
*F pMARA YR 12022 107 01 p I 2023 & 03 7
31 ¢p
*:k2 ¥ AL ¢ insulin icodec
* pMHFL PR 2022 107 01 p 3 2023 &= 03 ¥
31p

7. CMUH110-REC3-184

ps
\1_
&

(GEIEIEICE TS |

[ Development Safety Updated Report ]
*Eok 5 LA INJ-42756493 (erdafitinib)
*F pMARL MR 12022 & 4% 12 p 1 2023 # 04 ' 11
p

[ Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) ]

*R% E P LA 1 INJ-42756493 (erdafitinib)

*F rMAFL W 2022 # 10% 12 p % 2023 & 04 ®
11 p

8. CMUH110-REC3-184

ps
\1_
&

[ DSMB &2k ]
*Committee Output - Independent Data Monitoring - 6th
DRM - Committee Recommendation - 02-May-2022
*AkEip i 12022& 5% 2p

9. CMUH110-REC3-017

Y
M

[#%]

lLAfRhidskk kb BT rL A € (IDMC) "

2022 & 27 16 p 2 A3k FIP W FHET 0 RRE S

e 4 7 afF Hlend A 2 3T ib:’ = o A

55;«?20223:2H 26 P Az iRk fo k(TR XK
SEEHS A RE E TR W) °

2AF BB MEAIFTEX 2HE 22 4470 GSK Ak~ %

MEBEARRY BREY 2T - % RSVMAT-012 (-84 %

B) MG EE AR I 2R (RHt AR

WEFEIBETIN) PR ERE D R E
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3d A A w i SR H @ FIFH22 pR(:EEF p ¥ 2023/02/17) 57
th it INDSR 3R 4 3 €473 B 4 b cha& 2 pH4p 2 F)pb gt
TREFLATZE 2PFTRE FERE AT
INDSR Follow-up GSK3888550A-BIO RSV MAT 210
batched cases 25 Jan 2023 -

10.

CMUH110-REC3-017

\;\
MW

[#&]

lATeh#EkEkRib n T pL R g(IDMC)%“ 2022
E2016p 2%k FHP R EHET  RREREEZ
RA oG % 3agm bl g 2 #‘ri S ru\@ksg«;
2022 & 2 % 26 pAzA-wimab ek (rimab %gﬁ—gﬁ’«::@p\\&i
WA F ISR W)

2R BRI AT E 2HE 22 04 GSK AZ A %
MEBEAERRY BREY 2T - % RSVMAT-012 (58 4 4
L) T BHE AR ATE D5 2R (BRSSP AT
WL EA M) e R AT ML T
# (INDSR) » & A 38 [T 4F o g FTAL > FI 40T

(1) INDSR Follow-up GSK3888550A-BIO RSV MAT 11
batched cases 03Jul2023

11.

CMUH110-REC3-017

\é}
W

[#]

WE (AT X 2T - 2 2 coverletter » » 23R A P
R L

1. Cover letter 6mo
report_investigators_FINAL_dd.28Jun2023

2. RSV MAT-009 Study Report Safety (Month 6
post-delivery-birth) Published 19Jun 2023

FEEP AT FIpE 2o i P AR A (RS B
P /{,‘; 19/ } s }_-ﬁpc’ fﬁ r');fﬂ dr &Lﬁ-_a *p Krh_:‘ﬁ , W‘E}ln’v
T o mE 2 B %ﬁ‘ v R T e &
“_E'_-i TXi %IV B L%ﬁ*ﬁm'ﬁvi °

i- ?;-rxbts,k , 5@,]}1‘1,17—;!/\ 7 4liE[;,"-P A S .f‘:_El_vv‘JiF'aB
m"“rp AAA T F RN T UL T o B %
B Al &2 4pt > RSV MAT % g 52(d A PAEs<3T i) b
E e ¢ﬁ$f$ %Eﬁ)@"’}ﬁ 4 sl e T T
RSVPreF3 # v 2 4% L3IV ;}'q-,\ R R R 3 e 1L
F xR kg B gAeiprt 0 2 RSVMAT 27
I E ARTL @5 (M2 F 28 X il )t bR
B oo AMGnE L% AN S8 I8 RSVPIeR3 & v i
- BAE TR G mf&t?f HhATA D5 A g T RS
WS A 135

GSK & & 1k 3 Fs;? RSVE—'!WL’F-’II it i® ., ¥ 2 2 g
%”T%Uk’%‘ t_»‘“;*i’ ¢ w0 2t 0h > GSK #3F § & Blr
i & RSVMAT # § ¥ A kchssdr & o

|

A

12.

CMUH107-REC3-112

[ DSMB iz id 4]
*AZ i pd 112£03% 02

13.

CMUH107-REC3-113

(2% 2144 ]
*@R% ¥ 4L+ RPC1063,0zanimod
*F rPMAFLHEF 2022 11 % 20p F 2023 & 05
19 p (Investigator Semi-Annual, Suspected, Unexpected,
Serious Adverse Reaction Report (6-month SUSAR Line
Listing))
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14.

CMUH107-REC3-114

(2% 2P+ ]

*H% E S L4 - RPC1063,0zanimod

*F rMAFL W 2022 # 11 % 20p F 2023 & 05
19 p (Investigator Semi-Annual, Suspected, Unexpected,
Serious Adverse Reaction Report (6-month SUSAR Line
Listing))

[ DSMB -2 :E 4]

*lkGikpg 1122030 02F

15.

CMUH111-REC3-118

‘\'ﬂf‘-
&
K

[z =% >4 ]

*ik5 ¥ 4 2 L 1 ChAJOX1-HBV and MVA-HBV

*% MMARA W c111# 1209 31p % 112 & 06 * 30
p

16.

CMUH111-REC3-167

LS
i~
ok

ETEFYEED

“pohE i L4L VAYT36

*F PR WA 11# 100 0Lp & 112& 03 ¢ 31
p

17.

CMUH111-REC3-091

[DSMB -k i 4]
*¢hp o 20234 07 ¢ 11 p

18.

CMUH108-REC3-083

B -y

[ % 2HE2])

*R % &4 L ¢ Etrasimod 2mg/ tablet

*E rMAFLHEF 1112082 31 p 2 112# 03 01
2

*E rMEAFL A 1122012 01p 2 112# 030 31
2

19.

CMUH106-REC3-031

g
|~
I3

[#&]

i 4% 4 £ @ |nvestigator's Brochure
*= A ! ED14
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