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ACP-196/Placebo, RECTAL
CMUH106- 2021A3501| Follow
1. 2021/4/21 Bendamustine, HEMORRHAGE, 1,3 A
REC3-039 50 up 3 o
Rituximab DYSPNEA
ACP-196/Placebo,
CMUH106- 2021A6954
2. 2021/8/22 Initial Bendamustine, LEUKOPENIA 2,3 A
REC3-039 90
Rituximab
ACP-196/Placebo,
CMUH106- 2021A6954| Follow ] LEUKOPENIA,
3. 2021/8/22 Bendamustine, 2,3 A
REC3-039 90 up 1 BACTEREMIA
Rituximab
ACP-196/Placebo,
CMUH106- 2021A6954| Follow LEUKOPENIA,
4, 2021/8/22 Bendamustine, 2,3 A
REC3-039 90 up 2 BACTEREMIA
Rituximab
TREATMENT
ACP-196/Placebo,
CMUH106- 2020SF309| Follow ) RELATED
5. 2022/10/6 Bendamustine, 1 A
REC3-039 66 up 2 SECONDARY
Rituximab
MALIGNANCY
BLOOD PRESSURE
ACP-196/Placebo,| DECREASE TO 75/38
CMUH106- 2019SE053| Follow
6. 2019/1/8 Bendamustine, MMHG 2 A
REC3-039 16 up 2 o
Rituximab DURING RITUXIMAB
INFUSION
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ACP-196/Placebo,
CMUH106- 2021A8512 MACULOPAPULAR
7. 2019/12/29 Initial Bendamustine, 2 A
REC3-039 65 RASH
Rituximab
MULTIPLE
ACP-196/Placebo,| OCCURRENCES OF
CMUH106- 2021A8212
8. 2021/11/19 Initial Bendamustine, GRANULOMA 1,3 A
REC3-039 52 o
Rituximab DEFICIENT
INFECTION
MULTIPLE
ACP-196/Placebo,
CMUH106- 2021A8115( Follow OCCURRENCES OF
9. 2021/11/17 Bendamustine, 2,3 A
REC3-039 26 up 2 PLATELET COUNT
Rituximab
DECREASED, FEVER
ACP-196/Placebo, RESPIRATORY
CMUH106- 2021A8827
10. 2021/12/16 Initial Bendamustine, FAILURE, 1,3 A
REC3-039 54
Rituximab BRONCHIAL ASTHMA
ACP-196/Placebo,
CMUH106- 2021A8512| Follow MACULOPAPULAR
11. 2019/12/29 Bendamustine, 2 A
REC3-039 65 up 1 RASH
Rituximab
MULTIPLE
ACP-196/Placebo,
CMUH106- 2021A8115]| Follow OCCURRENCES OF
12. 2021/11/17 Bendamustine, 2,3 A
REC3-039 26 up 3 PLATELET COUNT
Rituximab
DECREASED, FEVER
ACP-196/Placebo,
CMUH106- 2022A0154
13. 2022/1/7 Initial Bendamustine, SEPTIC SHOCK 1 A
REC3-039 58
Rituximab
ACP-196/Placebo,
CMUH106- 2022A0154| Follow
14. 2022/1/7 Bendamustine, SEPTIC SHOCK 1 A
REC3-039 58 up 1 o
Rituximab
MULTIPLE
ACP-196/Placebo,
CMUH106- 2021A8212| Follow OCCURRENCES OF
15. 2021/11/19 Bendamustine, 1,3 A
REC3-039 52 up 1 AGRANULOCYTOSIS
Rituximab
WITH INFECTION
ACP-196/Placebo,
CMUH106- 2020SE502 | Follow LUNG INFECTION
16. 2020/4/7 Bendamustine, 1,3 A
REC3-039 69 up5 COVID-19 POSITIVE

Rituximab
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ACP-196/Placebo,
CMUH106- 2020SE136| Follow
17. 2020/1/23 Bendamustine, DEHYDRATION 2,3 A
REC3-039 55 up 6
Rituximab
MULTIPLE
ACP-196/Placebo,
CMUH106- 2021A8115( Follow OCCURRENCES OF
18. 2021/11/17 Bendamustine, 2,3 A
REC3-039 26 up 4 PLATELET COUNT
Rituximab
DECREASED, FEVER
ACP-196/Placebo,
CMUH106- 2022A0309| Follow INTERSTITIAL
19. 2022/1/17 Bendamustine, 1,3 A
REC3-039 03 up 1l PNEUMONIA
Rituximab
ACP-196/Placebo,
CMUH106- 2021A8212| Follow AGRANULOCYTOSIS
20. 2021/11/19 Bendamustine, 1,3 A
REC3-039 52 up 2 WITH INFECTION
Rituximab
ACP-196/Placebo,
CMUH106- 2021A8212| Follow AGRANULOCYTOSIS
21. 2021/11/19 Bendamustine, 1,3 A
REC3-039 52 up 3 WITH INFECTION
Rituximab
MULTIPLE
ACP-196/Placebo,
CMUH106- 2021A8115]| Follow OCCURRENCES OF
22. 2021/11/17 Bendamustine, 2,3 A
REC3-039 26 up 5 PLATELET COUNT
Rituximab
DECREASED, FEVER
ACP-196/Placebo,
CMUH106- 2022A1929
23. 2022/4/1 Initial Bendamustine, SEPSIS 1 A
REC3-039 01
Rituximab
ACP-196/Placebo, PNEUMONIA,
CMUH106- 2022A2044
24. 2022/5/3 Initial Bendamustine, | CONGESTIVE HEART | 1 A
REC3-039 51
Rituximab FAILURE
ACP-196/Placebo,
CMUH106- 2022A1929| Follow
25. 2022/4/1 Bendamustine, SEPSIS 1 A
REC3-039 01 up 1 o
Rituximab
ACP-196/Placebo,
CMUH106- 2022A2296
26. 2022/5/20 Initial Bendamustine, | PLEURAL EFFUSION | 2,7 [ A
REC3-039 58
Rituximab
CMUH109- BMS-2021-follow up
27. 2021/10/13 docetaxel Israel_Neutropenia 2 A
REC3-068 107135 8
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CMUH109- BMS-2022-|follow up .

28. 2022/3/25 docetaxel FRANCE_Urosepsis 1 A
REC3-068 013289 6
CMUH109- BMS-2022-

29. 2022/3/25 initial docetaxel France_Urosepsis 1 A
REC3-068 013289
CMUH109- BMS-2022-[follow up| nivolumab/placeb China_Death,

30. 2022/3/21 N 1 A
REC3-068 010869 2 0 Pneumonitis
CMUH109- BMS-2022-[follow up| nivolumab/placeb China_Death,

31. 2022/3/21 N ] 1 A
REC3-068 010869 4 0 Pneumonitis, Pneumonia
CMUH109- BMS-2022-[follow up| nivolumab/placeb China_Pneumonia,

32. 2022/3/21 1 A
REC3-068 010869 5 0 Pneumonitis
CMUH109- BMS-2022-[follow up| nivolumab/placeb

33. 2022/3/21 China_Pneumonia 1 A
REC3-068 010869 6 0
CMUH109- BMS-2022-[follow up| nivolumab/placeb

34. 2022/3/21 CHINA_Pneumonia 1 A
REC3-068 010869 7 0
CMUH109- BMS-2022-[follow up| nivolumab/placeb Brazil_Neuropathy

35. 2022/3/24 2 A
REC3-068 019716 1 0 peripheral
CMUH109- BMS-2022- follow up| nivolumab/placeb Brazil_Neuropathy

36. 2022/3/24 ) 2 A
REC3-068 019716 2 0 peripheral
CMUH109- BMS-2022- nivolumab/placeb Brazil_Neuropathy

37. 2022/3/24 initial ) 2 A
REC3-068 019716 0 peripheral
CMUH109- BMS-2022-[follow up| nivolumab/placeb | Germany_Pulmonary

38. 2022/2/8 2 A
REC3-068 019960 4 0 embolism
CMUH109- BMS-2022-[follow up | nivolumab/placeb | GERMANY_Pulmonary

39. 2022/2/8 2 A
REC3-068 019960 9 0 embolism
CMUH109- BMS-2022-|follow up New Zealand_Febrile

40. 2022/3/12 docetaxel ] 2 A
REC3-068 038952 1 neutropenia

) United
CMUH109- BMS-2022-| nivolumab/placeb )

41. 2022/6/13 initial States_Myocardial 1 A
REC3-068 060687 0 ) )

infarction
CMUH110- ZA2021206| Follow RSVPreF3 Bradycardia

42. 2021/10/2 ) 1 A

REC3-017 303 up 3 vaccine Neonatal Death
Sepsis, Pneumonia,
CMUH110- BD2022048] Follow RSVPreF4 Death neonatal, Birth

43. 2022/3/7 ) ) 1 A

REC3-017 751 up 5 vaccine weight low, Premature
birth
111 # 08 * 25 p % 383 F % 70T
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44,

CMUH110-
REC3-017

2021/11/13

PA2021234
356

Follow

up 6

RSVPreF5

vaccine

Premature birth,
Neonatal respiratory
distress, Birth weight

low, Streptococcus
agalactiae septicemia,
Septic shock, Anemiga,
Seizure, Patent ductus

arteriosus, Neonatal
pneumonia, Pulmonary
hypertension, Neonatal

jaundice, Death neonatal

45.

CMUH110-
REC3-017

2022/2/13

PH2022039
211

Follow

up 2

RSVPreF6

vaccine

Neonatal respiratory
distress syndrome, Birth
weight low, Premature

birth, Death neonatal

46.

CMUH110-
REC3-017

2022/5/3

D0202207
4366

Follow

up 1

RSVPreF7

vaccine

Death neonatal,
Pneumonia, Late onset

neonatal sepsis

47.

CMUH110-
REC3-017

2021/10/28

C02021227
887

Follow

up 4

RSVPreF8

vaccine

Neonatal respiratory
distress syndrome, Death
neonatal, Premature
birth, Very low birth
weight baby

48.

CMUH110-
REC3-017

2021/11/13

PA2021234
356

Follow

up 7

RSVPreF9

vaccine

Premature birth, Death
neonatal, Anemia, Patent
ductus arteriosus,
Neonatal pneumonia,
Pulmonary hypertension,
Seizure, Neonatal
respiratory distress,
Neonatal jaundice, Birth
weight low,
Streptococcus agalactiae

septicemia, Septic shock
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Neonatal respiratory
CMUH110- PH2022039( Follow RSVPreF10 distress syndrome, Birth
49, 2022/2/13 1 A
REC3-017 211 up 3 vaccine weight low, Premature
birth, Death neonatal
CMUH110- C02021234| Follow RSVPreF11 Premature birth
50. 2021/11/12 ) ) ) 2 A
REC3-017 281 up 2 vaccine Birth weight low
CMUH110- US2021125| Follow RSVPreF12
51. 2021/3/28 . Death neonatal 1 A
REC3-017 081 up 2 vaccine
Premature birth, Death
CMUH110- C02021246| Follow RSVPreF13 o
52. 2021/11/27 ) neonatal, Necrotizing 1 A
REC3-017 358 up 4 vaccine - )
enterocolitis, Trisomy 21
CMUH110- PA2021233| Follow RSVPreF14 Death neonatal,
53. 2021/11/12 ] ) ] 1 A
REC3-017 953 up 1 vaccine Cranioencephalic trauma
Death neonatal, Neonatal
CMUH110- PH2022039( Follow RSVPreF15 respiratory distress
54. 2022/2/13 1 A
REC3-017 211 up 4 vaccine syndrome, Birth weight
low, Premature birth,
#1) MK-3475
Study (Code not
broken)
#2) Acute Kidney injury
CMUH108- 2203TURO |Followup ) o
55. 2022/2/25 ENZALUTAMID [ [Acute kidney injury] 13| A
REC3-098 01999 12
E (3475 Pneumonia [Pneumonia]
SOLUTION FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2) Acute kidney injury
CMUH108- 2203TURO |Followup ) o
56. 2022/2/25 ENZALUTAMID | [Acute kidney injury] 13| A
REC3-098 01999 13 ) )
E (3475 Pneumonia [Pneumonia]
SOLUTION FOR
INJECTION
STUDY)
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57.

CMUH108-
REC3-098

2021/12/4

2201GBRO
01650

Followup
1

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

cerebrovascular accident
[Cerebrovascular
accident]
worsening dyspnea

[Dyspnoea]

1.3

58.

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup
14

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

Acute kidney injury
[Acute kidney injury]

Pneumonia [Pneumonia]

1.3

59.

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup
15

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

Acute kidney injury
[Acute kidney injury]

Pneumonia [Pneumonia]

1.3
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#1) MK-3475
Study (Code not
broken) worsening dyspnea
#2) [Dyspnoea]
CMUH108- 2201GBRO |Followup ]
60. 2021/12/4 ENZALUTAMID | cerebrovascular accident | 1.3 A
REC3-098 01650 2
E (3475 [Cerebrovascular
SOLUTION FOR accident]
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
42) Edema [Oedema]
CMUH108- 22021 TAQO Followup Malignant Neoplasm
61. 2022/2/2 ENZALUTAMID ) ] 1471 A
REC3-098 1416 12 Progression [Malignant
E (3475 ]
neoplasm progression]
SOLUTION FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
42) Edema [Oedema]
CMUH108- 22021TAQO Followup Malignant Neoplasm
62. 2022/2/2 ENZALUTAMID ) ] 1471 A
REC3-098 1416 13 Progression [Malignant
E (3475 ]
neoplasm progression]
SOLUTION FOR
INJECTION
STUDY)
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63.

CMUH108-
REC3-098

2021/12/4

2201GBRO
01650

Followup
3

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

worsening dyspnea
[Dyspnoea]
cerebrovascular accident
[Cerebrovascular

accident]

1.3

64.

CMUH108-
REC3-098

2021/11/5

2112FRAO
05167

Followup
1

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

Anorexia [Decreased

appetite]

1.3

65.

CMUH108-
REC3-098

2022/2/16

22021TAQ0O
1416

Followup
14

#1) MK-3475
Study (Code not
broken)

#2)
ENZALUTAMID
E (3475
SOLUTION FOR
INJECTION
STUDY)

Malignant Neoplasm
Progression [Malignant

neoplasm progression]
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#1) MK-3475
Study (Code not
broken) worsening dyspnea
#2) [Dyspnoea]
CMUH108- 2201GBRO |Followup
66. 2021/12/4 ENZALUTAMID | cerebrovascular accident | 1.3 A
REC3-098 01650 4
E (3475 [Cerebrovascular
SOLUTION FOR accident]
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken) ]
42) Malignant Neoplasm
CMUH108- 22021 TAQO Followup Progression [Malignant
67. 2022/2/2 ENZALUTAMID ] 171 A
REC3-098 1416 15 neoplasm progression]
E (3475
Edema [Oedema]
SOLUTION FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
42) Edema [Oedema]
CMUH108- 22021TAQO Followup Malignant Neoplasm
68. 2022/2/2 ENZALUTAMID ) ] 171 A
REC3-098 1416 16 Progression [Malignant
E (3475 ]
neoplasm progression]
SOLUTION FOR
INJECTION
STUDY)
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#1) MK-3475
Study (Code not
broken) worsening dyspnea
#2) [Dyspnoea]
CMUH108- 2201GBRO |Followup
69. 2021/12/4 ENZALUTAMID | cerebrovascular accident | 1.3 A
REC3-098 01650 5
E (3475 [Cerebrovascular
SOLUTION FOR accident]
INJECTION
STUDY)
CMUH105- 2011HUNO |Followup| #1) MK-3475 o ]
70. 2020/11/10 Myocardial infarction | 2,3 | A
REC3-093 09009 5 #2 ) AXITINIB
#1) Tafasitamab Febrile Neutropenia
vs Placebo (Code | [Febrile neutropenia]
CMUH110- 2022-MOR |follow up . .
71. 2022/3/17 not broken) Hospital acquired 1 A
REC3-049 001681-TH 5 )
#2 ) R-CHOP pneumonia
(R-CHOP) N/A [Pneumonia]
#1) Tafasitamab Febrile Neutropenia
vs Placebo (Code | [Febrile neutropenia]
CMUH110- 2022-MOR |follow up . .
72. 2022/3/17 not broken) Hospital acquired 1 A
REC3-049 001681-TH 6 )
#2 ) R-CHOP pneumonia
(R-CHOP) N/A [Pneumonia]
Worsening of
gastrointestinal bleeding
) [Gastrointestinal
#1) Tafasitamab
haemorrhage]
2022-MOR vs Placebo (Code
CMUH110- follow up Shortness of breath
73. 2022/5/2 | 001828-M not broken) 2,3 A
REC3-049 1 [Dyspnoea]
Y #2 ) R-CHOP ]
Hypercalcemia
(R-CHOP) N/A )
[Hypercalcaemia]
Acute kidney injury
[Acute kidney injury]
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Worsening of
gastrointestinal bleeding
) [Gastrointestinal
#1) Tafasitamab
haemorrhage]
2022-MOR vs Placebo (Code
CMUH110- follow up Shortness of breath
74. 2022/5/2 | 001828-M not broken) 2,3 A
REC3-049 2 [Dyspnoea]
Y #2 ) R-CHOP )
Hypercalcemia
(R-CHOP) N/A )
[Hypercalcaemia]
Acute kidney injury
[Acute kidney injury]
Acute Kidney Injury
#1 ) Tafasitamab | [Acute kidney injury]
S Dehydration
Placebo/Lenalido [Dehydration]
CMUH110- 2022-MOR |[follow up| ) 1,3,
75. 2022/5/19 mide vs Placebo Hyperglycaemia A
REC3-049 001890-AU 2 ) 4
(Code not broken) [Hyperglycaemia]
#2 ) R-CHOP Sepsis [Sepsis]
(R-CHOP) N/A Respiratory failure
[Respiratory failure]
) Febrile aplasia
#1) Tafasitamab )
[Febrile bone marrow
vs Placebo (Code .
CMUH110- 2022-MOR aplasia]
76. 2022/6/23 Initial not broken) 2,3 A
REC3-049 002006-FR Acute pulmonary edema
#2 ) R-CHOP
[Acute pulmonary
(R-CHOP) N/A
oedema]
#1 ) Tafasitamab
Acute pulmonary edema
Vs
) [Acute pulmonary
Placebo/Lenalido
CMUH110- 2022-MOR |[follow up| oedema]
7. 2022/6/23 mide vs Placebo ) ] 2,3 A
REC3-049 002006-FR 1 Febrile aplasia

(Code not broken)
#2 ) R-CHOP
(R-CHOP) N/A

[Febrile bone marrow

aplasia]

111 = 08 * 25 p




PRFFARTERRFRAIRRLE G5 =F 440 ¢

-

~F-l-ERFAXBAEERES(C 2R
B X 2 PAR (R L
A€ S| F 4 P TRES Ay RS
g | © 6 4 | w N
#1) Tafasitamab
Vs
Placebo/Lenalido [ Multiple small bowel
CMUH110- 2022-MOR
78. 20221717 Initial | mide vs Placebo perforation 2 A
REC3-049 002055-HU ] ]
(Code not broken)| [Intestinal perforation]
#2 ) R-CHOP
(R-CHOP) N/A
1)PULMONARY
THROMBOEMBOLISM
2)CANCER PAIN
follow 3)GLUTEAL MUSCLE
CMUH109- 202112356 up 1) amivantamab TEAR
79. 2021/12/12 13 (A
REC3-168 71(17) |(downgra| 2) LAZERTINIB 4)PERICARDIAL
de) EFFUSION
WORSENING OF
PERICARDIAL
EFFUSION
follow 1)INTERSTITIAL
CMUH109- 202203085 up 1) amivantamab LUNG DISEASE
80. 2022/2/28 1234 A
REC3-168 38(15) |(downgra| 2) LAZERTINIB | 2)SARS COV-2 IGM
de) POSITIVE
1)SEVERE
PULMONARY
INFECTION
follow
) 2)HEART FAILURE
CMUH109- 202205596 up 1) amivantamab
81. 2022/5/26 3)PNEUMOTHORAX | 123 | A
REC3-168 19(5) |(downgra| 2) LAZERTINIB
de) 4)CEREBRAL
e
THROMBOSIS
5)INTERSTITIAL
CHANGES
CMUH109- 202207438 1) amivantamab | PLATELET COUNT
82. 2022/7/12 initial 23 A
REC3-168 33(0) 2) LAZERTINIB DECREASED
111 # 08 * 25 p % 42 7% 70 |
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follow 1)INTERSTITIAL
CMUH109- 202203085 up |1) OSIMERTINIB LUNG DISEASE
83. 2022/2/28 12341 A
REC3-168 38(16) |(downgra| 2) LAZERTINIB | 2)SARS COV-2 IGM
de) POSITIVE
1)SEVERE
PULMONARY
INFECTION
follow
) 2)HEART FAILURE
CMUH109- 202205596 up 1) amivantamab
84. 2022/5/26 3)PNEUMOTHORAX | 123 | A
REC3-168 19(7) |(downgra| 2) LAZERTINIB
de) 4)CEREBRAL
e
THROMBOSIS
5)INTERSTITIAL
CHANGES
1)SEVERE
PULMONARY
INFECTION
follow
) 2)HEART FAILURE
CMUH109- 202205596 up 1) amivantamab
85. 2022/5/26 3)PNEUMOTHORAX | 123 | A
REC3-168 19(8) |(downgra| 2) LAZERTINIB
de) 4)CEREBRAL
e
THROMBOSIS
5)INTERSTITIAL
CHANGES
#1) MK-7339 Pancytopenia
(olaparib) Tablet [Pancytopenia]
#2) Acute myocardial
CMUH108- 2202CHLO |Followup|PEMBROLIZUM infarction [Acute
86. 2022/1/18 o ) A
REC3-151 03088 13 AB myocardial infarction]
(pembrolizumab) Cytomegalovirus
Solution for pneumonia [Pneumonia
injection cytomegaloviral]
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for o
- CMUH108- 2022/4/25 2205ESP00|Followup injection Pulmonary toxicity 23l a
REC3-151 0762 5 42) [Pulmonary toxicity]
GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#1) MK-7339 Pancytopenia
(olaparib) Tablet [Pancytopenia]
#2) Acute myocardial
g8, CMUH108- 2022/1/18 2202CHLO |Followup| PEMBROLIZUM infarction [Acute 123| a
REC3-151 03088 14 AB myocardial infarction]
(pembrolizumab) Cytomegalovirus
Solution for pneumonia [Pneumonia
injection cytomegaloviral]
#1)
PEMBROLIZUM
AB Anxiety [Anxiety]
(pembrolizumab) | Lower respiratory tract
Solution for infection [Lower
injection respiratory tract
#2) infection]
CMUH108- 2102IRLO0 |Followup| CARBOPLATIN | Pulmonary embolism
89. 2021/2/6 13| A
REC3-151 4051 9 (7339 STUDY) | [Pulmonary embolism]
(carboplatin) Lower respiratory tract
Injection infection [Lower
#3) respiratory tract
GEMCITABINE infection]
(7339 STUDY) [ Pneumonia [Pneumonia]

(gemcitabine)

Injection
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection Gl bleed
#2) [Gastrointestinal
CMUH108- 2206USAO |Followup| GEMCITABINE haemorrhage]
90. 2022/6/15 13 A
REC3-151 06908 3 (7339 STUDY) G. |. Bleed
(gemcitabine) [Gastrointestinal
Injection haemorrhage]
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
#1)
PEMBROLIZUM
AB
(pembrolizumab)
Gl bleed
Solution for ) )
S [Gastrointestinal
injection
haemorrhage]
#2)
G. . Bleed
CMUH108- 2206USAO0 |Followup| GEMCITABINE ] ]
91. 2022/6/15 [Gastrointestinal 13 A
REC3-151 06908 4 (7339 STUDY)
o haemorrhage]
(gemcitabine)
o Recurrent GI Bleed
Injection ) )
[Gastrointestinal
#3)
haemorrhage]
CARBOPLATIN
(7339 STUDY)

(carboplatin)

Injection
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection )
Thrombotic
#2) )
thrombocytopenic purple
CMUH108- 2206ESPOO0 |Followup| GEMCITABINE )
92. 2022/6/3 [Thrombotic 1 A
REC3-151 3502 4 (7339 STUDY) )
o thrombocytopenic
(gemcitabine)
o purpura]
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
#1)
PEMBROLIZUM
AB
(pembrolizumab)
Gl bleed
Solution for ) )
S [Gastrointestinal
injection
haemorrhage]
#2)
G. |. Bleed
CMUH108- 2206USAO0 |Followup| GEMCITABINE ] ]
93. 2022/6/15 [Gastrointestinal 13 A
REC3-151 06908 5 (7339 STUDY)
o haemorrhage]
(gemcitabine)
o Recurrent GI Bleed
Injection ) )
[Gastrointestinal
#3)
haemorrhage]
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection .
Thrombotic
#2) _
thrombocytopenic purple
CMUH108- 2206ESPOO0 |Followup| GEMCITABINE
94, 2022/6/3 [Thrombotic 1.3 A
REC3-151 3502 5 (7339 STUDY) )
o thrombocytopenic
(gemcitabine)
o purpura]
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
2,3,
4]
7:Imp
CMUH107- 2022A1660 » Blinded for
95. 2022/4/22 Initial ) DYSPNEA (Dyspnoea) |ortant] A
REC3-103 83 Investigator )
Medi
cal
Event
2,3,
4]
7:Imp
CMUH107- 2022A1660 [follow up Blinded for
96. 2022/4/22 ) DYSPNEA (Dyspnoea) |ortant] A
REC3-103 83 1 Investigator )
Medi
cal
Event
DEUCRAVACITI
CMUH110- BMS-2021- o
97. 2021/10/1 follow up NIB; perforated diverticulitis | 2.3 | A
REC3-163 107007(3)
APREMILAST
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#1)
PEMBROLIZUM
CMUH108- 2207NLDO
98. 2022/6/17 Initial AB Death 1 A
REC3-057 06788
#2 ) MK-7339
(olaparib)
#1) MK-7339
(olaparib)
CMUH108- 2207NLDO |Followup
99. 2022/6/17 #2) Death 1 A
REC3-057 06788 1
PEMBROLIZUM
AB
#1) MK-7339 )
) Malignant neoplasm
(olaparib)
CMUH108- 2110FRAO [Followup progression
100. 2021/10/6 #2) . 1,231 A
REC3-057 03736 7 Pyelonephritis
PEMBROLIZUM ]
COVID-19 pneumonia
AB
1,2,
31
7:1mp
CMUH109- 2021A7318|follow up Blinded for 1.Hyperglycaemia
101. 2021/9/16 ] ) ortant[ A
REC3-104 78 2 Investigator 2.Septic shock )
medic
al
event
CMUH109- 2022A1987 Blinded for
102. 2022/5/16 Initial ) Hypokalaemia 2,3 | A
REC3-104 29 Investigator
CMUH109- 2022A1987 [follow up Blinded for
103. 2022/5/16 Hypokalaemia 2,3 | A
REC3-104 29 1 Investigator
CMUH109- 2022A0524 follow up|  Blinded for )
104. 2022/1/30 ] Hypokalaemia 2,3 | A
REC3-104 20 5 Investigator
2,3,
7:lmp
CMUH109- 2022A1838 » CARBOPLATIN/ ~|ortant
105. 2022/3/29 Initial FEVER NYD (Pyrexia) | A
REC3-048 10 PEMETREXED Medi
cal
Event
111 # 08 * 25 p % 48 F > x 70 F
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CMUH109- 2022A1617 follow up| MERTINIB ) 1,2,
106. 2022/4/19 Pulmonary embolism A
REC3-048 68 1 MESILATE)/ 3
CARBOPLATIN
CMUH109- 2021A7924 [follow up| OSIMERTINIB/ HEART FAILURE 1,2,
107. 2021/10/27 ) ) A
REC3-048 95 2 CARBOPLATIN (Cardiac failure) 3
1.Dysphagia
2.Dehydration
3.Lymphocyte count
decreased
4.Leukopenia
. 21 31
5.Acute respiratory 5 7
distress syndrome o
) Impor
CMUH109- 2022A1579|follow up Blinded for 6.BRONCHIAL
108. 2022/4/4 ) tant [ A
REC3-160 78 1 Investigator INFECTION ]
- medic
(Bronchitis) |
a
7.Febrile neutropenia
) event
8.Hypokalaemia
9.Hypotension
10.Nausea
11.Platelet count
decreased
111 # 08 * 25 p % 49 7% 70 |
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109.

CMUH109-
REC3-160

2022/4/4

2022A1579
78

follow up
2

Blinded for

Investigator

1Acute respiratory
distress syndrome
2.BRONCHIAL
INFECTION
(Bronchitis)
3.Febrile neutropenia
4.Hypokalaemia
5.Hypotension
6.Nausea
7.Dehydration
8.Dysphagia
9.Leukopenia
10.Lymphocyte count
decreased
11.Platelet count

decreased

2,3,
57
Impor
tant
medic
al

event

110.

CMUH109-
REC3-160

2022/4/4

2022A1579
78

follow up
3

Blinded for

Investigator

1Acute respiratory
distress syndrome
2.BRONCHIAL
INFECTION
(Bronchitis)
3.Febrile neutropenia
4.Hypokalaemia
5.Hypotension
6.Nausea
7.Dehydration
8.Dysphagia
9.Leukopenia
10.Lymphocyte count
decreased
11.Platelet count

decreased

2,3,

5, 7:

Impor
tant

medic
al

event
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1.Neutropenia
CMUH109- 2022A1297 [follow up Blinded for 2.ISCHEMIC COLITIS
111. 2022/3/28 2,3 A
REC3-160 99 1 Investigator WITH PERFORATION
(Colitis ischaemic)
2,3,
7:
Impor
CMUH109- 2022A0554 [follow up Blinded for ESOPHAGITIS
112. 2021/12/28 ) - tant | A
REC3-160 28 2 Investigator (Oesophagitis) )
medic
al
event
1Acute respiratory
distress syndrome
2.BRONCHIAL
INFECTION
(Bronchitis) 12,
3.Febrile neutropenia | 3,5,
4.Hypokalaemia 7:
CMUH109- 2022A1579|follow up Blinded for 5.Hypotension Impor
113. 2022/4/4 ) A
REC3-160 78 4 Investigator 6.Nausea tant
7.Dehydration medic
8.Dysphagia al
9.Leukopenia event
10.Lymphocyte count
decreased
11.Platelet count
decreased
2,3,
1.Febrile neutropenia 7:
2.White blood cell count |Impor
CMUH109- 2022A1797 . Blinded for
114. 2022/5/4 Initial ] decreased tant [ A
REC3-160 62 Investigator )
3.Lymphocyte count  |medic
decreased al
event
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CMUH109- 2022A1112 |follow up Blinded for ]
115. 2022/2/28 Pancytopenia 2,3 A
REC3-160 21 3 Investigator
CMUH109- 2022A0922 [follow up Blinded for
116. 2022/2/28 ) Malnutrition 2,3 A
REC3-160 51 2 Investigator
1.SEPSIS R/O
ASPIRATE
PNEUMONIA
CMUH109- 2022A1635[follow up|  Blinded for ) o
117. 2022/4/23 ) (Pneumonia aspiration) | 1,3 | A
REC3-160 97 1 Investigator )
2.Hyponatraemia
3.Upper airway
obstruction
2,3,
1.Febrile neutropenia 7:
2.White blood cell count [Impor
CMUH109- 2022A1797 |follow up Blinded for
118. 2022/5/4 ] decreased tant [ A
REC3-160 62 1 Investigator )
3.Lymphocyte count  |medic
decreased al
event
1.Dysphagia
2.Dehydration
3.Hypokalaemia
4.Lymphocyte count
decreased 1,2,
5.Acute respiratory 3,5,
distress syndrome 7:
CMUH109- 2022A1579(follow up Blinded for 6.BRONCHIAL Impor
119. 2022/4/4 ] A
REC3-160 78 5 Investigator INFECTION tant
(Bronchitis) medic
7.Hypotension al
8.Febrile neutropenia |event
9.Nausea
10.Leukopenia
11.Platelet count
decreased
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CMUH109- 2022A2023 - Blinded for
120. 2022/5/22 Initial Death 1 A
REC3-160 69 Investigator
1.Dysphagia
2.Dehydration
3.Nausea
4.Platelet count
1,2,
decreased
3,5,
5.Lymphocyte count
7
decreased
CMUH109- 2022A1579(follow up Blinded for Impor
121. 2022/4/4 ] 6.Leukopenia A
REC3-160 78 6 Investigator ) ) tant
7.Febrile neutropenia ]
) medic
8.Hypotension |
a
9.Hypokalaemia
) event
10.Acute respiratory
distress syndrome
11.Bronchitis
12.Acute kidney injury
CMUH109- 2022A2023|follow up Blinded for
122. 2022/5/17 Myocardial infarction [ 1,3 | A
REC3-160 69 1 Investigator
CMUH109- 2022A2127 Blinded for Lymphocyte count
123. 2022/5/30 Initial ) 2 A
REC3-160 89 Investigator decreased
1,2,
3,7
) FULMINANT Impor
CMUH109- 2022A1787 » Blinded for
124, 2022/5/5 Initial ) HEMATEMESIS tant [ A
REC3-160 22 Investigator . ]
(Haematemesis) medic
al
event
CMUH109- 2022A2127 [follow up Blinded for ESOPHAGITIS
125. 2022/5/30 ) - 2,3 A
REC3-160 89 2 Investigator (Oesophagitis)
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1.Leukopenia
2.Dysphagia
3.Platelet count
decreased
4.Lymphocyte count 1,2,
decreased 3,7
) 5.Febrile neutropenia |Impor
CMUH109- 2022A1579(follow up Blinded for
126. 2022/4/4 ) 6.Hypotension tant [ A
REC3-160 78 7 Investigator . ]
7.Hypokalaemia medic
8.Pneumonia aspiration | al
9.Acute kidney injury |event
10.Dehydration
11.Nausea
12.Acute respiratory
distress syndrome
1.SEPSIS R/O
ASPIRATE
PNEUMONIA
CMUH109- 2022A1635[follow up|  Blinded for ) o
127. 2022/4/23 ) (Pneumonia aspiration) | 1,3 | A
REC3-160 97 2 Investigator )
2.Hyponatraemia
3.Upper airway
obstruction
CMUH109- 2022A2294 » Blinded for ]
128. 2022/6/21 Initial ) Septic shock 1,3 A
REC3-160 99 Investigator
2,3,
1.Febrile neutropenia 7:
2.White blood cell count [Impor
CMUH109- 2022A1797 |follow up Blinded for
129. 2022/5/4 ] decreased tant [ A
REC3-160 62 3 Investigator )
3.Lymphocyte count  |medic
decreased al
event
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2,3,
1.Febrile neutropenia 7:
) 2.White blood cell count |Impor
CMUH109- 2022A1797 [follow up Blinded for
130. 2022/5/4 ) decreased tant | A
REC3-160 62 4 Investigator ]
3.Lymphocyte count  |medic
decreased al
event
DIED(CAUSE OF
CMUH109- 2022A2533 - Blinded for
131. 2022/6/28 Initial ) DEATH UNKNOWN) 1 A
REC3-160 91 Investigator
(Death)
1..Hyponatraemia
2.SEPSIS R/O
ASPIRATE
CMUH109- 2022A1635[follow up Blinded for
132. 2022/4/23 ) PNEUMONIA 1,3 A
REC3-160 97 3 Investigator ) o
(Pneumonia aspiration)
3.Upper airway
obstruction
1,2,
ACUTE UPPER 7
GASTROINTESTINAL [Impor
CMUH109- 2021A6984 [follow up Blinded for
133. 2021/8/24 ] HEMORRHAGE (Upper| tant | A
REC3-160 12 3 Investigator ) ) )
gastrointestinal medic
haemorrhage) al
event
111 # 08 * 25 p % 55 R % 70 |
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin) Lymphocyte count

CMUH110- 2204RUSO |Followup Injection
134. 2022/3/5

decrease worsening
REC3-102 06881 6

#3) [Lymphocyte count
5-FLUOROURA decreased]
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
#4)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection
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#1) MK-7902
(lenvatinib
mesylate) Capsule
#2)
PEMBROLIZUM
AB
(pembrolizumab) ) )
upper gastrointestinal
Solution for
S hemorrhage [Upper
injection . .
CMUH110- 2205CHNO |Followup gastrointestinal
135. 2022/4/29 #3) CISPLATIN 13| A
REC3-102 00668 1 haemorrhage]
(7902 STUDY) )
. . Esophageal fistula
(Cisplatin) )
o [Oesophageal fistula]
Injection
#4)
5-FLUOROURA
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
#3) CISPLATIN ] ]
Febrile Neutropenia
(7902 STUDY) ) ]
) ) [Febrile neutropenia]
(Cisplatin) . )
o anemia [Anaemia]
Injection N
Oral mucositis G3
CMUH110- 22061 TAQO Followup #4) N
136. 2022/5/13 [Stomatitis] 23 [ A
REC3-102 2759 3 5-FLUOROURA
platelet count decreased
CIL (7902
[Platelet count decreased]
STUDY)

(5-Fluorouracil)

Injection

Lung Infection

[Pneumonia]
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#1) MK-7902
(lenvatinib
mesylate) Capsule
#2)
PEMBROLIZUM
AB
(pembrolizumab) ) )
upper gastrointestinal
Solution for
L hemorrhage [Upper
injection . .
CMUH110- 2205CHNO |Followup gastrointestinal
137. 2022/4/129 #3) CISPLATIN 13 A
REC3-102 00668 2 haemorrhage]
(7902 STUDY) )
. . Esophageal fistula
(Cisplatin) )
o [Oesophageal fistula]
Injection
#4)
5-FLUOROURA
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
111 # 08 * 25 p % 58 Fx 70 |
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138.

CMUH110-
REC3-102

2022/6/30

2207JPNOO
0668

Initial

#1) MK-7902
(lenvatinib
mesylate) Capsule
#2)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROURA
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#6)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#7) CISPLATIN
(7902 STUDY)
(Cisplatin)

attempt]

Injection

Suicide attempt [Suicide
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#1) MK-7902
(lenvatinib
mesylate) Capsule
#2)
PEMBROLIZUM
AB
(pembrolizumab) ) )
upper gastrointestinal
Solution for
L hemorrhage [Upper
injection . .
CMUH110- 2205CHNO |Followup gastrointestinal
139. 2022/4/29 #3) CISPLATIN 13 A
REC3-102 00668 3 haemorrhage]
(7902 STUDY) )
. . Esophageal fistula
(Cisplatin) )
o [Oesophageal fistula]
Injection
#4)
5-FLUOROURA
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
111 # 08 * 25 p ¥ 60 F - % 70 7
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#1)
PEMBROLIZUM
AB
(pembrolizumab)
Solution for
injection
#2)
5-FLUOROURA
CIL (7902
STUDY)
CMUH110- 2207JPNO0O |Followup| (5-Fluorouracil) | Suicide attempt [Suicide
140. 2022/6/30 o 1 A
REC3-102 0668 1 Injection attempt]
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
Febrile Neutropenia
#3) CISPLATIN _ _
[Febrile neutropenia]
(7902 STUDY) ) )
) ) anemia [Anaemia]
(Cisplatin) N
o Oral mucositis G3
Injection .
[Stomatitis]
CMUH110- 22061 TAQO Followup #4)
141. 2022/5/13 platelet count decreased | 2.3 A
REC3-102 2759 4 5-FLUOROURA
[Platelet count decreased]
CIL (7902
Lung Infection
STUDY) _
) [Pneumonia]
(5-Fluorouracil) _
o Lung Infection
Injection .
[Pneumonia]
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#1) MK-7902
(lenvatinib
mesylate) Capsule
#2)
PEMBROLIZUM
AB
(pembrolizumab) ) )
upper gastrointestinal
Solution for
S hemorrhage [Upper
injection . .
CMUH110- 2205CHNO |Followup gastrointestinal
142. 2022/4/29 #3) CISPLATIN 131 A
REC3-102 00668 4 haemorrhage]
(7902 STUDY) )
. . Esophageal fistula
(Cisplatin) )
o [Oesophageal fistula]
Injection
#4)
5-FLUOROURA
CIL (7902
STUDY)
(5-Fluorouracil)
Injection
Febrile Neutropenia
#3) CISPLATIN ) )
[Febrile neutropenia]
(7902 STUDY) ) )
) ) anemia [Anaemia]
(Cisplatin) N
o Oral mucositis G3
Injection .
[Stomatitis]
CMUH110- 22061 TAQO Followup #4)
143. 2022/5/13 platelet count decreased | 2.3 A
REC3-102 2759 5 5-FLUOROURA
[Platelet count decreased]
CIL (7902
Lung Infection
STUDY) )
) [Pneumonia]
(5-Fluorouracil) _
o Lung Infection
Injection .
[Pneumonia]
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(5-Fluorouracil)

Injection

[Pneumonia]
Lung Infection

[Pneumonia]

o) 2 22X 4+ A2 }
~F-L-ERFLXBTAEBREL(C PR
B DX JEES )
e e[ AR G y S A B
5L % 2 ML 5|
Febrile Neutropenia
#3) CISPLATIN ) ]
[Febrile neutropenia]
(7902 STUDY) ] )
. . anemia [Anaemia]
(Cisplatin)
o Oral mucositis G3
Injection
[Stomatitis]
CMUH110- 22061 TAOO [Followup #4)
144, 2022/5/13 Lung Infection 2.3 A
REC3-102 2759 6 5-FLUOROURA )
[Pneumonia]
CIL (7902
Lung Infection
STUDY) ]
) [Pneumonia]
(5-Fluorouracil)
o platelet count decreased
Injection
[Platelet count decreased]
Febrile Neutropenia
#3) CISPLATIN
[Febrile neutropenia]
(7902 STUDY) ) )
. . anemia [Anaemia]
(Cisplatin) -
o Oral mucositis G3
Injection
[Stomatitis]
CMUH110- 2206ITAOQO |Followup #4)
145, 2022/5/13 Lung Infection 2.3 A
REC3-102 2759 7 5-FLUOROURA
[Pneumonia]
CIL (7902
Lung Infection
STUDY)
) [Pneumonia]
(5-Fluorouracil)
o platelet count decreased
Injection
[Platelet count decreased]
Oral mucositis G3
#3) CISPLATIN
[Stomatitis]
(7902 STUDY)
) ) platelet count decreased
(Cisplatin)
o [Platelet count decreased]
Injection
Febrile Neutropenia
CMUH110- 2206ITAOQO |Followup #4)
146. 2022/5/13 [Febrile neutropenia] 2.3 A
REC3-102 2759 8 5-FLUOROURA
anemia [Anaemia]
CIL (7902
Lung Infection
STUDY)
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FATAL
CMUH109-
147. 2022/4/30 | 3098910 | Initial RO5541267 IMMUNE-MEDIATED | 1 A
REC3-131
PNEUMONITIS
FATAL
CMUH109- »
148. 2022/4/30 | 3098910 | Initial RO7092284 IMMUNE-MEDIATED | 1 A
REC3-131
PNEUMONITIS
CMUH109-
149. 2022/4/28 | 3099823 | Initial RO7444835 |FATALPNEUMONITIS| 1,3 [ A
REC3-131
FATAL NEW PRIMARY
CMUH109- CANCER:
150. 2021/3/1 | 2785655 | Initial RO7092284 1,3 A
REC3-131 NEUROENDOCRINE
CARCINOMA
#1) MK-3475
Study (Code not Myasthenia Gravis -
broken) Neurotoxicity
#2) [Myasthenia gravis]
ENZALUTAMID| Myositis [Myositis]
CMUH108- 2206IRL00
151. 2022/6/20 Initial E (3475 Myocarditis 234 A
REC3-098 8721 N
SOLUTION FOR [Myocarditis]
INJECTION Elevated Liver Enzymes
STUDY) [Hepatic enzyme
(enzalutamide) increased]
Tablet
#1) MK-3475
Study (Code not
broken) ) )
Myasthenia Gravis -
#2) o
Neurotoxicity
ENZALUTAMID _ _
CMUH108- 2206IRL00 |Followup [Myasthenia gravis]
152. 2022/6/25 E (3475 - - 24 | A
REC3-098 8721 1 Myositis [Myositis]
SOLUTION FOR -
Myocarditis
INJECTION N
[Myocarditis]
STUDY)
(enzalutamide)
Tablet
111 # 08 * 25 p % 64 F > x 70 F
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#1) MK-3475
Study (Code not
broken) ) )
Myasthenia Gravis -
#2) N
Neurotoxicity
ENZALUTAMID ) )
CMUH108- 2206IRL00 |Followup [Myasthenia gravis]
153. 2022/6/25 E (3475 » - 24 | A
REC3-098 8721 2 Myositis [Myositis]
SOLUTION FOR -
Myocarditis
INJECTION N
[Myocarditis]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken) . .
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMID o
CMUH108- 2206IRLOO0 |Followup Neurotoxicity
154. 2022/6/25 E (3475 ) ) 24 [ A
REC3-098 8721 3 [Myasthenia gravis]
SOLUTION FOR .
Myocarditis
INJECTION N
[Myocarditis]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken) . .
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMID o
CMUH108- 2206IRLOO0 |Followup Neurotoxicity
155. 2022/6/25 E (3475 ) ) 24 [ A
REC3-098 8721 4 [Myasthenia gravis]
SOLUTION FOR N
Myocarditis
INJECTION N
[Myocarditis]
STUDY)
(enzalutamide)
Tablet
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#1) MK-3475
Study (Code not Myositis [Myositis]
broken) Myasthenia Gravis -
#2) Neurotoxicity
ENZALUTAMID| [Myasthenia gravis]
CMUH108- 2206I1RLOO0 |Followup
156. 2022/6/25 E (3475 Myocarditis 24 [ A
REC3-098 8721 5 -
SOLUTION FOR [Myocarditis]
INJECTION Type Il Respiratory
STUDY) Failure [Respiratory
(enzalutamide) failure]
Tablet
LIFE THREATENING
CMUH108- Follow
157. 2021/8/21 | 2897123 RO7082859 TUMOR LYSIS 2,71 A
REC3-034 up 3
SINDROME
CMUH108- FATAL PULMONARY
158. 2022/4/27 | 3127286 | Initial RO4877533 1 A
REC3-034 SEPTIC CHOC
CMUH108- Follow
159. 2020/5/25 | 2609673 RO5072759 FATALPNEUMONIA | 1,3 | A
REC3-034 up 8
CMUH108- Follow
160. 2020/5/25 | 2609673 RO7082859 FATALPNEUMONIA [ 1,3 A
REC3-034 up 8
FATAL ACUTE
CMUH108- Follow HYPOXIC
161. 2020/5/25 | 2609673 RO7082859 1,3 A
REC3-034 up 9 RESPIRATORY
FAILURE
FATAL ACUTE
CMUH108- Follow HYPOXIC
162. 2020/5/25 | 2609673 RO5072759 1,3 A
REC3-034 up 9 RESPIRATORY
FAILURE
CMUH108- Follow FATAL PNEUMONIA
163. 2020/5/25 | 2609673 RO7082859 1,3 A
REC3-034 up 10 (downgraded)
CMUH108- Follow FATAL PNEUMONIA
164. 2020/5/25 | 2609673 RO5072759 1,3 A
REC3-034 up 10 (downgraded)
CMUH109- BMS-2021- RELATLIMAB; 1.2
165. 2021/12/4 follow up Pneumonitis A
REC3-185 133436(3) NIVOLUMAB 3
111 # 08 * 25 p % 66 F > x 70 F
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166.

CMUH109-
REC3-185

2021/5/11

BMS-2021-
046230(9)

RELATLIMAB;
NIVOLUMAB

Myocarditis
follow up

Multi-organ failure

Necrotizing myositis

acute renal failure 3
Respiratory insufficiency

Myasthenia gravis

1.2

167.

CMUH109-
REC3-185

2021/5/11

BMS-2021-
046230(9)

RELATLIMAB;
NIVOLUMAB

Myocarditis
follow up

Multi-organ failure

Necrotizing myositis

acute renal failure 3
Respiratory insufficiency

Myasthenia gravis

1.2
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CMUH109-REC3-080

[2% %424 % 4]
*i2 A 1 \Version 1.0
*p#p 2021 # 08 % 24 p

CMUH109-REC3-145

[z =% >2pdp2]

* pMHAFLYPRF 110# 107 29p 3
p 2. DSUR_abiraterone
acetate_Blinded_29Apr2021-28Apr2022

&
*F APAFLYPF CL0E£04 29 I

*R % & LAL © niraparib
* pMAFLYEF 10E# 110 01p 3

*R % & LAL © niraparib
*F rMELYF 1102 030 27p 3

P 3.SSR_niraparib_Blinded_01Nov2021-

1. SSR_abiraterone acetate_Blinded_290c¢t2021-28Apr2022
*ESE S LA 0 INJ-212082 (abiraterone acetate)

111 = 04 * 28

*ESRE S LA 0 INJ-212082 (abiraterone acetate)

111 # 04 * 28
30Apr2022

111 # 04 * 30

p 4.DSUR_niraparib_Blinded_27Mar2021-26Mar2022

111 # 03 * 26

111 = 08 * 25 p




PRFFAETEHRFRAIRRLR ¥ 23840 ¢
- l-ERFA P A ERESL RK)

BB

* g%

P&
344

I

p

CMUH110-REC3-017

\;\
M

[##]
R
1 Afeiki@dskx ZRbBIF T RZL A ¢ (IDMC)
2022 & 2% 16 p 2 ik HIP R FTHET 0 RRE S
BBk AT FIOER GhE A 2 AT D52 AR
St 2022 &2 0 26 pAT-R b fek (T
Joih S REHS A URE SRR E ) ©
1) # ¥ 12JUN 2022 IDMC i % ¢ #% B (data cut-off
date:02May2022):
0 Based on the review of the provided data the IDMC
recommends: Continue the study according to the protocol
and related amendments
0 Comments: All study participants and infants should be
followed, and data collected per protocol for outcomes and
safety/adverse event monitoring
2. #i¥ { 372 % > Fa (Data lock point: 04 Jul 2022)
Bk EHRRE  EA T
1) Update on Clinical Data from RSV MAT-009 and RSV
MAT-012 Studies in PregnantWomen (19 Jul 2022)
3. AR ZATVRBEHRVAF I ABFERLLT N RL F O
FiFko 12202270 8pilif e

CMUH109-REC3-168

(2% 2pdp4 ]

*iRk2 # LA 1 INJ-61186372 (amivantamab)

* pMARAHAF 1112010 18p 2 111 & 05 20
p/111# 01" 18 p % 111 057 20 p

*:x2 F P AL 1 INJ-73841937 (lazertinib, YH25448

* pMARAHEF 1102 120 23 1 111 & 057 20
pP/110# 127 23 p 3 111 £05% 20 p

CMUH108-REC3-151

[z % 2P4FE]

*E%E 5 LA MK-7339

*F AMAFELHF 12021 & 12 7 16 p 2 2022 & 06 * 15
p

CMUH110-REC3-045

i o

[z % 2P4FE]
*Eo% F 4 LA LNP023
*E rMAFELHRF 2020100 01 p X 2022 & 03 *

111 = 08 * 25 p
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31 p
(2= 2144 ]
*:kok E LA 1 MK8189
7. CMUH109-REC3-172 Fi=
*g rMEIFA PR 12021 & 09 F p 21 3 2022 & 03 * 20
[#]
8. CMUH109-REC3-021 2 ﬁ‘ffﬁ . o
i 4% A % 3 IDMC Letter dated 14Jul2022
(2% 21404 ]
*Ek 5 LA LT3001
9. | CMUH110-REC3-223 Foom | . . , i ,
X rMIFLHRF 12021 25 26 p 3 2022 & 57 25
2
[#]
10. | CMUH109-REC3-168 R | *M % : NCCN Guidelines Version 1.2022, Cancer-Associated
Venous Thromboembolic Disease, Date: March 11, 2022 -
[ =% 2144 ]
11. | CMUH109-REC3-167 2 ?&fﬁ *E o ¥4 LA - Osimertinib
*E rMFLYRF 110+ 110 13p 2 110057 12 P
[ =% 2144 ]
BCX9930 DSUR 3
12. | CMUH110-REC3-172 ELR | *RE%HES Lf 0 BCX9930
* rMHFLYRF110£ 06 03 p 1 111 # 06 * 02
2
[ 4% DMC A3k 12 3 )
13. | CMUH110-REC3-128 F1L K | kA LOXO-BTK-20019-Outcome of DMC meeting
*pHp 111 # 06 % 09 p
[ 24244 ]
14. | CMUH108-REC3-162 ELR | *E%ES L Acalabrutinib
*E rMAFLYRF 110+ 107 31 p 2111 #0407 291
(2% 2pdp4 ]
| *sRE&E S AL ¢ Atezolizumab
15. | CMUH106-REC3-010 3R VAL
*E rMAFLHEF 2021 F 117 18 p 3 2022 # 05 *
17 p
[i#17a]
16. | CMUH106-REC3-010 3 VAL | %4 A& Dear Investigator Letter TECENTRIQ®

(atezolizumab) : The Identified Risk of Immune-Mediated

111 = 08 * 25 p




PRFFAETEHRFRAIRRLR ¥ 23840 ¢
~F-Ll-ERFLXBREHRELC PR

pn|  rpuww | w4 PG

Pericardial Disorders associated with the use of TECENTRIQ
(atezolizumab), dated 27-Jul-2022
*p g 12022 & 07 * 27 p
(2= 2144 ]
*ESE S LA 0 INJ-61186372 (amivantamab)

17. | CMUH107-REC3-143 %ﬁ'ﬁfﬁ o N . ) , i} B ,
FrMEFELHEF 2022# 17 18p 3] 2022 & 5 ¥
20p /2022 # 1% 18 p 3] 2022 &5 ' 20 p
(2= 2144 ]
*iksk ¥4 44 1 LY3471851 (NKTR-358)

18. | CMUH109-REC3-153 Fea
*g rHIFL PR 12020090 17p 3 2022 & 03
16 p
[2# 43 5])
*u & p #p : Dear Investigator Letter TECENTRIQ®

19. | CMUH109-REC3-081 3 &% | (atezolizumab) : The Identified Risk of Immune-Mediated

Pericardial Disorders associated with the use of TECENTRIQ
(atezolizumab), dated 27-Jul-2022
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