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1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
CMUH109- 2023A1250 tablet > 30 mg
1. 2023/9/4 Initial Jaundice 2°3| A
RECI1-164 88 2.NIVOLUMA
B
(NIVOLUMAB)
{Lot #
71467002}
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
CMUH109- 2023A1250 |follow up| tablet > 30 mg
2. 2023/9/4 Hepeatitis 23| A
RECI1-164 88 1 2NIVOLUMA
B
(NIVOLUMAB)
{Lot #
71467002}
1>
2
35
. 7"
3. CMUH109- 5023/2/9 2023A0362 |follow up| Blinded for Respiratory failure Impor| A
REC1-150 00 3 Investigator
tant
medic
al
event
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CMUH109- 2023A1502 |follow up| Blinded for INJURY (Drug-induced |Impor
2023/6/25 A
RECI-150 91 3 Investigator liver tant
injury) medic
al
event
2
35
7
CMUH109- 2023A0362 |follow up| Blinded for Impor
2023/2/9 Respiratory failure A
RECI-150 00 4 Investigator tant
medic
al
event
2
35
7
CMUH109- 2023A0358 |follow up| Blinded for SEGMENTAL COLITIS |Impor
2023/2/9 A
RECI-150 66 3 Investigator (Colitis) tant
medic
al
event
25
35
7
CMUH109- 2023A0358 |follow up| Blinded for SEGMENTAL COLITIS |Impor
2023/2/9 A
REC1-150 66 4 Investigator (Colitis) tant
medic
al
event
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5
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Investigator

Respiratory failure

25
35

Impor
tant
medic
al

event

CMUH109-
RECI-150

2023/7/24

2023A1705
08

follow up

3

Blinded for

Investigator

Liver abscess

25
35

Impor
tant
medic
al

event

10.

CMUH109-
RECI-150

2023/6/25

2023A1502
91

follow up

4

Blinded for

Investigator

liver

injury)

DRUG-INDUCED LIVER
INJURY (Drug-induced

2
3

Impor
tant
medic
al

event

11.

CMUH109-
RECI1-150

2023/3/14

2023A0628
91

Initial

Blinded for

Investigator

Pneumonitis

2
3

Impor
tant
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event
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35
DRUG-INDUCED LIVER| 7 :
CMUH109- 2023A1502 |follow up| Blinded for INJURY (Drug-induced |Impor
12. 2023/6/25 A
RECI-150 91 5 Investigator liver tant
injury) medic
al
event
2
35
7
CMUH109- 2023A0358 |follow up| Blinded for SEGMENTAL COLITIS |Impor
13. 2023/2/9 A
RECI-150 66 5 Investigator (Colitis) tant
medic
al
event
2
35
7
CMUH109- 2023A0362 |follow up| Blinded for |RESPIRATORY FAILURE |Impor
14, 2023/2/9 A
RECI-150 00 6 Investigator (Respiratory failure) tant
medic
al
event
CMUH110-
15. 2023/1/1 | 3316326 | Initial Anastrozole Sepsis 1 A
REC1-215
Hip dislocation; Metastases
to central nervous system;
CMUH110- 1>
16. 2023/9/1 3416252 | Initial Anastrozole Septic shock; Axillary A
REC1-215 23
abscess; Hypovolemic
shock; Hematemesis
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#1 ) MK-7684A
Study
#2)
CMUH111- 2307JPNO0 | Followup
17. 2023/6/30 PACLITAXEL | Interstitial lung disease | 2.3 | A
REC1-019 0931 13
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study
CMUHI111- 2305POL00|Followup #2) Cardiac failure
18. 2023/5/23 ) 13| A
REC1-019 8001 5 PEMETREXED Neutropenia
#3)
CISPLATIN
#1 ) MK-7684A
Study
#2)
CMUH111- 2307JPNO0 | Followup )
19. 2023/6/30 PACLITAXEL | Interstitial lung disease | 2.3 | A
REC1-019 0931 14
#3)
CARBOPLATI
N
Pain in extremity
#1 ) MK-7684A
Lymphocyte count
Study
decreased
#2)
CMUHI111- 2306COLO |Followup Neutropenia
20. 2023/6/8 PEMETREXED 23 | A
RECI1-019 07389 10 ) White blood cell count
#3
decreased
CARBOPLATI
Thrombocytopenia
N
Eczema
#1 ) MK-7684A
Study
#2) Dyspnoea exertional
CMUH111- 2304DEUO | Followup
21. 2023/4/10 PEMETREXED Alveolitis 123 A
REC1-019 03736 20
#3) Infection
CARBOPLATI
N
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#1 ) MK-7684A
Study
#2) Gastrointestinal
CMUH111- 2302CHNO |Followup
22. 2023/2/9 PEMETREXED haemorrhage 23 | A
REC1-019 06276 22
#3) Thrombocytopenia
CARBOPLATI
N
Pain in extremity
#1 ) MK-7684A
Lymphocyte count
Study
decreased
#2)
CMUHI111- 2306COLO |Followup Neutropenia
23. 2023/6/8 PEMETREXED 23 | A
RECI1-019 07389 11 ) White blood cell count
decreased
CARBOPLATI
N Thrombocytopenia
Eczema
#1 ) MK-7684A
Study
#2)
CMUH111- 2309GBRO | Followup
24, 2023/4/24 PEMETREXED Nephritis 23| A
REC1-019 02426 1
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study
#2) Alveolitis
CMUH111- 2304DEUO | Followup
25. 2023/4/10 PEMETREXED Infection 123 A
REC1-019 03736 21
#3) Dyspnoea exertional
CARBOPLATI
N
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#1 ) MK-7684A
Study
#2)
CMUH111- 2301BRAO |Followup
26. 2023/1/10 PACLITAXEL Diarrhoea 13| A
REC1-019 05060 6
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUHI111- 2301BRAO |Followup Respiratory failure
217. 2022/12/19 PACLITAXEL 123 A
REC1-019 01196 17 Pneumonitis
#3)
CARBOPLATI
N
Pain in extremity
#1 ) MK-7684A
Lymphocyte count
Study
decreased
#2)
CMUHI111- 2306COLO |Followup Neutropenia
28. 2023/6/8 PEMETREXED 23 | A
RECI1-019 07389 12 ) White blood cell count
decreased
CARBOPLATI
N Thrombocytopenia
Eczema
#1 ) MK-7684A
Study
#2)
CMUH111- 2309GBRO | Followup
29. 2023/4/24 PEMETREXED Nephritis 23| A
REC1-019 02426 2
#3)
CARBOPLATI
N
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30.

CMUH111-
REC1-019

2023/7/18

2307CHNO
09314

Initial

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

Pneumonitis

1.23

31.

CMUHI111-
RECI-019

2023/6/8

2306COLO
07389

Followup

13

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

Pain in extremity
Lymphocyte count
decreased
Neutropenia
White blood cell count
decreased
Thrombocytopenia

Eczema

23

32.

CMUHI111-
RECI1-019

2023/7/18

2307CHNO
09314

Followup
1

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

Pneumonitis

23

33.

CMUHI111-
RECI1-019

2023/6/30

2307JPNOO
0931

Followup
15

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Interstitial lung disease

23
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#1 ) MK-7684A
Study
#2)
CMUH111- 2307JPNO0 | Followup
34. 2023/6/30 PACLITAXEL | Interstitial lung disease 23 A
REC1-019 0931 16
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study Neutropenia
#2) Pneumonia
CMUH111- 2303KORO |Followup
35. 2023/3/20 PACLITAXEL Tumour necrosis 123 A
REC1-019 08488 11
#3) Pneumonitis
CARBOPLATI Anaemia
N
#1 ) MK-7684A
Study Neutropenia
#2) Pneumonia
CMUH111- 2303KORO |Followup
36. 2023/3/20 PACLITAXEL Tumour necrosis 123 A
REC1-019 08488 12
#3) Pneumonitis
CARBOPLATI Anaemia
N
#1 ) MK-7684A
Study
#2) Blood creatinine increased
CMUH111- 2308BRAO0 | Followup
37. 2023/4/24 PACLITAXEL | Blood urea increased 13| A
REC1-019 07870 4
#3) Pneumonitis
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUH111- 2307JPNO0 | Followup
38. 2023/6/30 PACLITAXEL | Interstitial lung disease 23 A
REC1-019 0931 17
#3)
CARBOPLATI
N
112 # 12 * 06 p % 44 F > % 86 T
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39.

CMUH111-
REC1-019

2023/4/24

2308BRA0
07870

Followup

5

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Blood creatinine increased

Pneumonitis

Blood urea increased

1.3

40.

CMUHI111-
RECI1-019

2023/6/30

2307JPNOO
0931

Followup
18

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Interstitial lung disease

23

41.

CMUHI111-
RECI1-019

2023/6/30

2307JPNOO
0931

Followup
19

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Interstitial lung disease

23

42.

CMUHI111-
RECI1-019

2023/3/10

2303FRA0
06640

Followup
11

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Nephropathy

23

43.

CMUHI111-
REC1-019

2023/11/11

2211USA0
04518

Followup

23

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

Myocardial infarction

Immune-mediated

myocarditis

Pneumonia

23
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#1 ) MK-7684A
Study
#2)
CMUHI111- 2308MEXO | Followup Seizure
44, 2023/8/11 PEMETREXED 13| A
REC1-019 05257 9 i) Encephalitis autoimmune
CARBOPLATI
N
Pain in extremity
#1 ) MK-7684A
Lymphocyte count
Study
decreased
#2)
CMUHI111- 2306COLO |Followup Neutropenia
45. 2023/6/8 PEMETREXED 2.3 A
RECI1-019 07389 14 ) White blood cell count
decreased
CARBOPLATI
N Thrombocytopenia
Eczema
#1 ) MK-7684A
Study
#2)
CMUHI111- 2309KORO0 |Followup Anaemia
46. 2023/9/4 PACLITAXEL 13| A
REC1-019 01906 4 Pneumonia
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUH111- 2307CHNO |Followup
47. 2023/7/18 PEMETREXED Pneumonitis 1231 A
REC1-019 09314 2
#3)
CARBOPLATI
N
112 # 12 » 06 p % 46 7 o % 86 T
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Pain in extremity
#1 ) MK-7684A
Lymphocyte count
Study
decreased
#2)
CMUH111- 2306COLO |Followup Neutropenia
48. 2023/6/8 PEMETREXED 2.3 A
REC1-019 07389 15 ) White blood cell count
decreased
CARBOPLATI
N Thrombocytopenia
Eczema
#1 ) MK-7684A
Study
#2)
CMUHI111- 2308MEXO | Followup Seizure
49. 2023/8/11 PEMETREXED 13| A
REC1-019 05257 10 ) Encephalitis autoimmune
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUHI111- 2308MEXO0 | Followup Seizure
50. 2023/8/11 PEMETREXED 13| A
REC1-019 05257 11 ) Encephalitis autoimmune
CARBOPLATI
N
#1 ) MK-7902
CMUHI111- 2310GBRO #2) Pleuritic Pain (Chest)
51. 2023/10/13 Initial 23| A
RECI-135 09818 PEMBROLIZU [Pleuritic pain]
MAB
2 9
7
Impor
CMUH110- 2023A1651 |follow up| Blinded for PNEUMONITIS
52. 2023/7/8 tant | A
REC1-004 76 1 Investigator (Pneumonitis)
medic
al
event
112 # 12 * 06 p % 47 7> % 86 |
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1.CARDIOPULMONARY | 1>
CMUHI110- 2023A2347 Blinded for
53. 2023/10/13 Initial ARREST (Cardio- 25 | A
REC1-004 86 Investigator
respiratory arrest) 4
TRASTUZUM
CMUH109- 2023A0217 |follow up 2>
o4, 2022/4/13 AB ANEMIA (Anaemia) A
RECI1-115 75 3 3
DERUXTECAN
TRASTUZUM
CMUH109- 2023A0217 |follow up 2>
95. 2022/4/13 AB ANEMIA (Anaemia) A
RECI1-115 75 4 3
DERUXTECAN
TRASTUZUM 1>
CMUH109- 2022A2769 |follow up ILD (Interstitial lung
56. 2022/6/30 AB 25 A
RECI1-115 45 6 disease)
DERUXTECAN 3
TRASTUZUM
CMUH109- 2022A0146 | follow up 1.Febrile neutropenia 1>
57. 2022/1/7 AB A
RECI-115 39 12 2.Sepsis 3
DERUXTECAN
1.PERITONITIS
(Peritonitis)
2.MULTIFACTORIAL
ACUTE LIVER FAILURE| 1 >
TRASTUZUM
CMUH109- 2022A3172 |follow up (Acute hepatic failure) | 2
58. 2022/8/31 AB A
RECI1-115 55 8 3.E. COLI-ASSOCIATED | 3 >
DERUXTECAN
BACTERIAL 4
PYELONEFRITIS
(Escherichia
pyelonephritis)
TRASTUZUM
CMUH109- 2023A0217 | follow up 2>
59. 2022/4/13 AB ANEMIA (Anaemia) A
RECI1-115 75 5 3
DERUXTECAN
MEDI 5752/
CMUHI111- | 2023/3/UN [2023A0657 |follow up UNKNOWN CAUSE OF
60. CAPECITABIN 1 A
REC1-225 K 13 2 DEATH (Death)
E
MEDI 5752/
CMUHI111- | 2023/3/UN [2023A0657 |follow up UNKNOWN CAUSE OF
61. CAPECITABIN 1 A
REC1-225 K 13 3 DEATH (Death)
E
112 # 12 * 06 p % 48 F > % 86 F
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2,
3
CARDIAC DISORDERS - .
OTHER; ACUTE
CMUHI111- 2023A2125 AZD 2936/ Impor
62. 2023/9/15 Initial CORONARY A
REC1-225 14 OXALIPLATIN tant
SYNDROME (Acute
medic
coronary syndrome) |
a
event
2,
3
7
AZD 2936/
CMUHI11- 2023A2235 CHEST PAIN-CARDIAC (Impor
63. 2023/9/28 Initial |[FLUOROURAC A
REC1-225 65 (Non-cardiac chest pain) | tant
IL SODIUM
medic
al
event
2,
3
7
AZD 2936/
CMUHI11- 2023A2235 |follow up CHEST PAIN-CARDIAC (Impor
64. 2023/9/28 FLUOROURAC A
RECI1-225 65 1 (Angina pectoris) tant
IL SODIUM
medic
al
event
#1 ) MK-7902
(lenvatinib
mesylate)
Hyponatremia
Capsule
[Hyponatraemia]
CMUH108- 2201POL00|Followup #2)
65. 2022/1/17 SARS-CoV-2 test positive | 2.3 A
REC1-059 4220 7 PEMBROLIZU
[SARS-CoV-2 test
MAB
positive]
(pembrolizumab
) Solution for
injection
112 # 12 * 06 p % 49 F > % 86 F




TRFFAREARFRALGELAEF-FELR ¢
“ Pt ERFLEAFEFRES( PR

B T AR FE
e ML | F L P TRES ?AFE %% 3=
| h 25 | w o
#1 ) MK-7902
(lenvatinib
mesylate)
hypoalbuminemia
Capsule
[Hypoalbuminaemia]
CMUH108- 2104CHNO |Followup #2)
66. 2021/3/26 septic shock [Septic shock]| 1.2.3| A
REC1-059 01489 7 PEMBROLIZU
myelosuppression
MAB [ | ]
Myelosuppression
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
Subcutaneous vascular
(lenvatinib
hemorrhage of the left
mesylate)
medial thigh [Haemorrhage
Capsule
subcutaneous]
CMUH108- 2011CHNO |Followup #2)
67. 2020/11/17 Drug myocarditis 123 A
REC1-059 14656 26 PEMBROLIZU
[Myocarditis]
MAB
liver injury [Liver injury]
(pembrolizumab
Lung infection
) Solution for
[Pneumonia]
injection
#1) MK-3475
(pembrolizumab
) Solution for Diabetic ketoacidosis
CMUH110- 21111TAO1 |Followup injection [Diabetic ketoacidosis]
68. 2021/11/26 23 | A
RECI1-156 0270 23 #2 ) BCG LIVE |COVID-related pneumonia
(BCQG live) [COVID-19 pneumonia]
Powder For
Instillation Fluid
112 # 12 * 06 p % 50 F > % 86 F
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69.

CMUH110-
RECI-156

2023/8/7

2308GRCO
04089

Initial

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCQG live)
Powder For

Instillation Fluid

Myositis [Myositis]
Myocarditis [Myocarditis]

23

70.

CMUH110-
RECI-156

2023/8/7

2308GRCO
04089

Followup

1

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCQG live)
Powder For

Instillation Fluid

Myositis [Myositis]
Myocarditis [Myocarditis]

23

71.

CMUH110-
RECI-156

2021/11/26

21111TAO1
0270

Followup

24

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCG live)
Powder For

Instillation Fluid

Diabetic ketoacidosis
[Diabetic ketoacidosis]
COVID-related pneumonia
[COVID-19 pneumonia]

23

72.

CMUH110-
RECI1-156

2023/8/7

2308GRCO
04089

Followup

2

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCQG live)
Powder For

Instillation Fluid

Myositis [Myositis]
Myocarditis [Myocarditis]

23
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#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO | Followup injection Myositis [Myositis]
73. 2023/8/7 2.3 A
RECI1-156 04089 3 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POL00|Followup injection
74, 2023/4/22 picture of emphysema 23 | A
REC1-156 3742 14 #2 ) BCG LIVE
[Chronic obstructive
(BCQG live)
pulmonary disease]
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POL00|Followup injection
75. 2023/4/22 picture of emphysema 23 | A
REC1-156 3742 15 #2 ) BCG LIVE
[Chronic obstructive
(BCQG live)
pulmonary disease]
Powder For
Instillation Fluid
#1 ) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO | Followup injection Myositis [Myositis]
76. 2023/8/7 123 A
REC1-156 04089 4 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
112 # 12 * 06 p % 52 F > % 8 F
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#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POLO00|Followup injection
77. 2023/4/22 picture of emphysema | 2.3 | A
RECI-156 3742 16 #2 ) BCG LIVE
[Chronic obstructive
(BCQG live)
pulmonary disease]
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2308GRCO | Followup injection Myositis [Myositis]
78. 2023/8/7 1.23] A
RECI-156 04089 5 #2 ) BCG LIVE | Myocarditis [Myocarditis]
(BCQG live)
Powder For
Instillation Fluid
2,
DATOPOTAMA -
B
Impor
CMUH108- 2021A7303 |follow up| DERUXTECAN ANAPHYLAXIS
79. 2021/9/15 tant | A
REC1-024 12 1 / (Anaphylactic reaction)
medic
DURVALUMA
al
B
event
112 # 12 * 06 p % 53 F > % 86 F
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80.

CMUHI111-
RECI-019

2023/4/11

2309GBRO
02426

Followup

3

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

nephritis [Nephritis]

2-3
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81.

CMUHI111-
RECI-019

2023/4/11

2309GBRO
02426

Followup

4

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

nephritis [Nephritis]

2-3
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82.

CMUHI111-
RECI-019

2023/8/11

2308MEX0
05257

Followup

12

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

autoimmune encephalitis
[Encephalitis autoimmune]
Seizures of origin to be

determined [Seizure]

112 # 12 * 06 p
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
Thrombocytopenia
PEMETREXED
[Thrombocytopenia]
(7684A-007
White blood cell decreased
STUDY)
[White blood cell count
(pemetrexed)
decreased]
Injection;
CMUHI111- 2306COLO |Followup Neutropenia [Neutropenia)]
83. 2023/6/8 Regimen #1 23| A
REC1-019 07389 16 ) Lymphocyte count
decreased [Lymphocyte
PEMETREXED
count decreased]
(7684A-007
Pain in lower limbs [Pain
STUDY)
in extremity]
(pemetrexed)
Eczema [Eczema]
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
112 # 12 * 06 p % 57 F > % 8 F
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84.

CMUHI111-
RECI-019

2023/7/18

2307CHNO
09314

Followup

3

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Pneumonitis [Pneumonitis]

112 # 12 * 06 p
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85.

CMUHI111-
RECI-019

2023/9/4

2309KOR0
01906

Followup

5

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Anemia [Anaemia]

Pneumonia [Pneumonia]

112 # 12 * 06 p
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86.

CMUHI111-
RECI-019

2023/8/11

2308MEX0
05257

Followup

13

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

autoimmune encephalitis

[Encephalitis autoimmune]

112 # 12 * 06 p
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87.

CMUHI111-
RECI-019

2023/9/4

2309KOR0
01906

Followup

6

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Anemia [Anaemia]

Pneumonia [Pneumonia]

112 # 12 * 06 p
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88.

CMUHI111-
RECI-019

2023/1/10

2301BRAO
05060

Followup

7

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Diarrhea [Diarrhoea]

112 # 12 * 06 p
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89.

CMUHI111-
RECI-019

2023/7/18

2307CHNO
09314

Followup

4

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Pneumonitis [Pneumonitis]

112 # 12 * 06 p
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90.

CMUHI111-
RECI-019

2023/6/30

2307JPNO0O
0931

Followup

20

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Interstitial lung disease

[Interstitial lung disease]
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91.

CMUHI111-
RECI-019

2023/2/9

2302CHNO
06276

Followup

23

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

Thrombocytopenia

[Thrombocytopenia]

gastrointestinal bleeding

[Gastrointestinal

haemorrhage]

2-3
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92.

CMUHI111-
RECI-019

2023/9/4

2309KOR0
01906

Followup

7

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Anemia [Anaemia]

Pneumonia [Pneumonia]

112 # 12 * 06 p
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93.

CMUHI111-
RECI-019

2023/8/14

2308MEX0
05908

Initial

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

pneumonitis [Pneumonitis]

112 # 12 * 06 p
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94.

CMUHI111-
RECI-019

2023/5/23

2305POL00
8001

Followup

6

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Cardiac failure [Cardiac

failure]

Neutropenia [Neutropenia)]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/3/20

2303KOR0
08488

Followup

13

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Pneumonitis [Pneumonitis]
Neutropenia [Neutropenia]
Pneumonia [Pneumonia]

Tumor necrosis [Tumour

necrosis]

Anemia [Anaemia]

2-3

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/3/20

2303KOR0
08488

Followup

14

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Pneumonitis [Pneumonitis]
Neutropenia [Neutropenia]
Pneumonia [Pneumonia]

Tumor necrosis [Tumour

necrosis]

Anemia [Anaemia]

2-3

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/3/10

2303FRA0O
06640

Followup

12

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

Interstitial nephropathy

[Nephropathy]

112 # 12 * 06 p
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98.

CMUHI111-
RECI-019

2023/3/6

2303CHNO
07059

Followup

10

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Diarrhea [Diarrhoea]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/2/9

2302CHNO
06276

Followup

24

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #2

Thrombocytopenia

[Thrombocytopenia]

gastrointestinal bleeding

[Gastrointestinal

haemorrhage]

2-3

112 # 12 * 06 p
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100

CMUHI111-
RECI-019

2023/10/18

2310CHNO
09556

Initial

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

cardiac arrest [Cardiac

arrest]

112 # 12 * 06 p
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£

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
CMUHI111- 2310CHNO |Followup| (pemetrexed) cardiac arrest [Cardiac
101 2023/10/18
RECI1-019 09556 1 Injection; arrest]
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

112 # 12 * 06 p % 75 F > &
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CMUHI111-
RECI-019

2023/9/4

2309KOR0
01906

Followup

8

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Anemia [Anaemia]

Pneumonia [Pneumonia]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/10/18

2310CHNO
09556

Followup

2

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

cardiac arrest [Cardiac

arrest]

Pericardial effusion

[Pericardial effusion]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/5/23

2305POL00
8001

Followup

7

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Cardiac failure [Cardiac

failure]

Neutropenia [Neutropenia)]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/8/11

2308MEX0
05257

Followup

14

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

autoimmune encephalitis

[Encephalitis autoimmune]

112 # 12 * 06 p
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CMUHI111-
RECI-019

2023/8/14

2308MEX0
05908

Followup

1

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

pneumonitis [Pneumonitis]

112 # 12 * 06 p




TRFFAREARFRALGELAEF-FELR ¢
“ Pt ERFLEAFEFRES( PR

B X 2R |FL G
e ML | F L P TRES AE cR ST
5L i 2 S 5|
#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
CMUHI111- 2309KORO0 |Followup| (pemetrexed)
107 2023/9/5 Pneumonia [Pneumonia] 1 A
REC1-019 01906 9 Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;
Regimen #1
CMUH108- NVSC2020 |follow up| Ribociclib Breast cellulitis; Sepsis;
108 2020/2/5 2,3 A
REC1-032 US035444 10 (LEEOI11) Cellulitis; Ureterolithiasis
CMUH110- 2023- Fuollow
109 2023/1/7 BMS-986256-01| 1) Urinary tract infection | 2.3 A
RECI1-225 006904 up
1. FEBRILE
NEUTROPENIA
2. SEPSIS
MAGROLIMA 3. ASPARTATE
B/PLACEBO+ | AMINOTRANSFERASE | 1 ~
CMUHI111- 2023-  |follow up
110 2023/6/19 VENETOCLAX INCREASED 2~ | A
REC1-134 0633629 5
+AZACITIDIN 4. ALANINE 37
E AMINOTRANSFERASE
INCREASED
5. BLOOD BILIRUBIN
INCREASED
112 # 12 * 06 p % 81 F >»x 8 F
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-— - A - . - )
S F-LCERFLZFEEBRESC BR)
B X AR |R L
AERE | BFA P Y G- 3 AE &5 3
5L i 2 S5 &
MAGROLIMA
B/PLACEBO+
CMUHI111- 2023- J
111 2023/9/25 Initial |VENETOCLAX NEUTROPENIA A
RECI1-134 0645316 3
+AZACITIDIN
E
1>
CMUH112- 2023A0558| Follow | Asundexian vs.
112 2023/4/18 Basal ganglia haemorrhage | 3 ° A
REC1-051 74 up 3 Placebo A
CMUH112- 2023A0922 Asundexian vs.
113 2023/7/2 Initial Cerebral haemorrhage 1 A
RECI1-051 56 Placebo
CMUHI112- 2023A0923| Follow | Asundexian vs. Colon cancer; 1>
114 2023/7/1 A
RECI1-051 05 up 1 Placebo Rectal haemorrhage 3
CMUHI112- 2023A0923| Follow | Asundexian vs. Colon cancer; 1>
115 2023/7/1 A
REC1-051 05 up 2 Placebo Rectal haemorrhage 3
CMUH112- 2023A0922| Follow | Asundexian vs.
116 2023/7/2 Cerebral haemorrhage 1 A
REC1-051 56 up 1 Placebo
CMUH112- 2023A1279 Asundexian vs.
117 2023/9/4 Initial Death 1 A
REC1-051 79 Placebo
CMUH112- 2023A1279| Follow | Asundexian vs.
118 2023/9/4 Death 1 A
REC1-051 79 up 1 Placebo
2 9
CMUH112- 2023A1352 Asundexian vs.
119 2023/9/20 Initial Cerebral haemorrhage | 3° A
RECI1-051 95 Placebo A
Oesophageal
CMUH112- 2023A1199| Follow | Asundexian vs. 1>
120 2023/8/14 adenocarcinoma; A
RECI1-051 25 up 2 Placebo 3
Melaena
CMUH112- 2023A1486 Asundexian vs. | Lower gastrointestinal | 2 >
121 2023/10/1 Initial A
REC1-051 90 Placebo haemorrhage 3
CMUH112- 2023A1497 Asundexian vs. 2>
122 2023/10/18 Initial Haemorrhagic stroke A
REC1-051 77 Placebo 3
CMUH112- 2023A1502 Asundexian vs. Gastrointestinal
123 2023/10/1 Initial 2 A
REC1-051 02 Placebo haemorrhage
112 # 12 » 06 p % 82 F % 86 T
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CMUH110-
RECI1-201

2023/6/2

2023A1361
05

Initial

Blinded for

Investigator

SARS COV 2

INFECTION (COVID-19)

25
35

Impor
tant
medic
al

event

125

CMUH110-
RECI1-201

2023/6/2

2023A1361
05

follow up

1

Blinded for

Investigator

SARS COV 2

INFECTION (COVID-19)

25
35

Impor
tant
medic

al

event

37\‘

(] FRPH -

FRrBuvIAERA

B

> § St

344

S

1. CMUH109-REC1-164

v AR

[+ 2]
*:#o% ¥4 ¢ 4L * REGORAFENIB
A% PUAFA PR 2022 107 01 p 5 2023 £ 09 *

30 p

2. CMUHI110-REC1-224

el
o
pVA

(2= 2142 ]
*:# % % ¢ # * Finerenone vs. Placebo
*F AMARLHEF 12022 £ 127 01 p
*F M ARLHEF 12023 £ 037 01 p
*E AP ARLHE 2023 £ 06 01 p

ST ]

2023 & 02 *
2023 & 05 *
2023 & 08 *

28 B
31 p
31 p

3. | CMUHI111-REC1-062

L

[z % 214p2]
*i&% ¥4 ¢4 ° Enzalutamide
*E 2MELHPF C110F 082 31 p 1 112 #0887

30 P

4, CMUH111-REC1-223

[+ 214 ]
*H%E P L4 0 VNS vaccine
*E AMAFLHPF I10£ 092 15p 3 111 & 09 ?
DSUR #1 (VNS vaccine) Executive Summary (blinded)
02Nov22 signed
GSK 217212 IDMC/DRM
Nol Recommendation Letter signed
217212-1SF NTF-first IDMC review signed

14 p

112 # 12 * 06 p
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BB

M

+%
AR

I

CMUH107-RECI1-126

3

5.8

K

[ = 214 ]

*#E 5% F 4 L4 * Trastuzumab Emtansine

*E pMARLWEF 12023 &£ 027 22 p % 2023 &£ 08 % 21 P
*R% &P AL Trastuzumab

*E dMHAFL W 12023 F 037 25p 2 2023209 24 p

CMUH109-REC1-183

[z =% 2142 ]
*iEo% F 4L 0 SATRALIZUMAB
*E rMFLDF
6MLL : 2023 & 04 * 07 p-2023 & 10 * 06 p

CMUH107-RECI1-174

(=% 2442 ]
*RE% E 5 L4 0 MK-3475 Pembrolizumab
* 2 MAFLHREF 22023 2037 04p % 20232097 03P

CMUH110-RECI1-119

[2= 2142 ]
2023 Annual Progress Report # %
NEWTON AF - 2023 IDE Annual Progress Report VerA_final
WA 197101834 Ver A
p 4#F : 01/Sep/2023

CMUHI111-REC1-208

[T 2iapd]

% E P LA semaglutide s.c.

*E rMAELEEF 02023 07 % 01 p 3 202309 % 30P
R E Y ¢4 ¢ Cagrilintide (NNCO0174-0833) > CagriSema
*E rMAFLEHEF 2023 #0477 01 p 322023097 30P

10.

CMUH106-REC1-108

g
|~
I3

[##]
*ROF D TR TRA ES% AP Institut de Recherches
Internationales Servier (LR.I.S.) & {73 Wt % { > #=ig i
AG120-C-009 Notification of change of sponsor address
letter 190ct2023 -
PEARUENT R TR UERES RN B
WERR] P RERRY B R ER P ERZ 24 )
PR

11.

CMUHI111-REC1-134

ps
\1_
&

(2]
*RF D RPE 2PUSF
X rMAEARYRE 12022 &7 250 32023 &7 240
W3R~ i+ ¢ Periodic Safety Report

1. Magrolimab (GS-4721) Blinded Six-Monthly Line Listing (25-
January-2023 to 24-July-2023)
2. Magrolimab (GS-4721) DSUR#9 (25 July 2022 to 24 July
2023)

[ DSMB -3k id )
*AR R EpE 2023080 31 p

12.

CMUH110-REC1-126

[z % 2142 ]
*iR%k F 4 4L semaglutide-sc
*E XMIFELHPF 2023 #2072 01 p 22023 &#97% 300p

13.

CMUH110-REC1-045

#n ik g

[ % 22 ]
*:#ok ¥ 4 4L 1 MK-7902 LENVATINIB
g FMAFA W 120232020 13p % 2023 E 080 12 ¢

14.

CMUH104-REC1-116

L

[z =% 242 ]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) JNJ-56021927 (apalutamide)
RS E Y LA 1 INJ-56021927 (apalutamide)

112 # 12 * 06 p
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*% 3R B F ¢ 14 February 2023 to 13 August 2023

15.

CMUH112-REC1-051

[z % 2142 ]
CEBEF LA
kg MM AR EEF 12022 & 117 01 p & 2023 & 07 * 31 p

16.

CMUH108-REC1-055

it
|~
I

(2% 2144 ]
W& E Y ¢ H 0 REGN1979
*E rMARLWF 1202297 19p % 2023 F 92 18P
(2]
*noE L IDMC (04Aug2023) 3% <
(1) Independent Data Monitoring Committee (IDMC)
Recommendation Form o fb = #yp T Bl£ | § 2382 i o
(2)R1979-ONC-1625 Outcome of IDMC ° z#5% % b = #edg & B
IR EAITRSE -
*n % D IDMC (05Apr2022)id-3% = &
(1) Independent Data Monitoring Committee (IDMC)
Recommendation Form o fb* #cyp & Bl £ R § 22382 2 o
(2)R1979-ONC-1625 Outcome of IDMC ° z#5% % jb = #edg & B
AR g TS

17.

CMUHI111-REC1-124

[#]

*hox D R EP © 2 SUSAR (TFDA ADR)
04_ADR_D361EC00001 2023A238237 Initial

*hox t BN © 2 SUSAR (TFDA ADR)
04_ADR_D361EC00001 2023A238237 FU1

*ROE SRR P # P SUSAR (CIMOS Form)
01_D361EC00001(CAPItello-280) 2023A238237 version
1(Initial)

*hox R EPN # e SUSAR (CIMOS Form)
01_D361EC00001(CAPItello-280) 2023A238237 FU1
*hoE D RPN # Be SUSAR GRPP 2 i)

05_sponsor . CIMOS_Versionl % INITIAL 3 #
*ROE D SRR P # P SUSAR (CIMOS Form)
02_D361EC00001(CAPItello-280) 2023A238237 FU2
*hoF AR @ e SUSAR (R HR 2 i)
05_Sponsor if = CRO 7 i

*hF AR PN @ B SUSAR (G 4R 2 i2)
CMUHI11-REC1-124 5 ¢ wiphid% € 24 4F 4 singed

18.

CMUH111-REC1-103

‘\'J‘-‘P
&
St

[z % 212 ]

*HE% E S L4 semaglutide-sc

*g XML GPF 2023 F 042 01 p 322023 F09 % 30p
[DSMB 43 i 4] (DMC)

*A R p 2023 & 10 % 30 p

19.

CMUHI110-REC1-157

3 HEp

[ 2242 ]
ok E D LA T MK-4280A
g P AR LM 12023 # 03 0 22 p 3 202309 % 21

20.

CMUH110-RECI1-113

[z % 2142 ]
*iE% E P 4L 0 Amiselimod (MT-1303)
*E XMEAGF 2022 F 102 04 p 2 2023 £ 10 % 03 p

21.

CMUH110-REC1-156

[ % 2442 ]
*H% &Y L4 1 MK-3475 Pembrolizumab
*E PR HET 2023 03 % 04p 12023 £09 03 p

112 # 12 * 06 p
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2l i
BB *§ S ;#A FaArF
[##]
N *n % - Clarification letter of cohort B1 screening strategy
22. | CMUH110-REC1-094 v AR finalized 26Sep2023
*n % - Letter of 40mg BID continuously_20231012

[Lx)] FRAEHE -

B REPIFLR)
FRE - WEHRG)

FaR s fcf (22B204)
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