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CMUH108- | 2021/8/25 |2108UKRO |Followup| #1) MK-7339 Neutropenia 2,3 A
REC2-060 07216 22 Study (Code not Thrombocytopenia
broken) COVID-19 pneumonia
= #2 ) MK-3475
(pembrolizumab
)
CMUH108- | 2020/2/28 [2003TURO| Initial | #1) MK-7339 Pneumonia 2,3 A
REC2-060 00676 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Febrile neutropenia
2 PACLITAXEL Dermatitis
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Febrile neutropenia 2,3 A
REC2-060 00676 1 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Pneumonia
3 PACLITAXEL Dermatitis
#3)
CARBOPLATI
N
CMUH108- | 2021/8/25 |2108UKRO |Followup| #1) MK-7339 | COVID-19 pneumonia | 2,3 | A
REC2-060 07216 23 Study (Code not Thrombocytopenia
broken) Neutropenia
4 #2 ) MK-3475
(pembrolizumab
)
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CMUH108- | 2021/8/25 |2108UKRO |Followup| #1) MK-7339 | COVID-19 pneumonia | 2,3 | A
REC2-060 07216 24 Study (Code not Thrombocytopenia

broken) Neutropenia
> #2) MK-3475
(pembrolizumab
)
CMUH108- | 2021/10/4 |2110AUTO |Followup| #1) MK-7339 Shock haemorrhagic 1,231 A
6. | REC2-060 02274 7 Study (Code not Renal failure
broken)
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Febrile neutropenia 2,3 A
REC2-060 00676 2 Study (Code not Hepatitis
broken) Pneumonia
#2) Dermatitis
7 PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Febrile neutropenia 2,3 A
REC2-060 00676 3 Study (Code not Hepatitis
broken) Pneumonia
#2) Dermatitis
8 PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2021/8/25 |2108UKRO |Followup| #1) MK-7339 Thrombocytopenia 23 [ A
REC2-060 07216 25 Study (Code not Neutropenia
broken) COVID-19 pneumonia
S #2 ) MK-3475
(pembrolizumab
)
111 # 03 * 16 p % 32 F % 62 F
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CMUH108- | 2020/2/28 [2003TURO [Followup| #1 ) MK-7339 Febrile neutropenia 23| A
REC2-060 00676 4 Study (Code not Hepatitis

broken) Pneumonia
#2) Dermatitis
10. PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Febrile neutropenia 2,3 A
REC2-060 00676 5 Study (Code not Pneumonia
broken) Hepatitis
#2) Dermatitis
11. PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2021/8/25 [2108UKRO |Followup| #1 ) MK-7339 Thrombocytopenia 2,3 A
REC2-060 07216 26 Study (Code not Neutropenia
broken) COVID-19 pneumonia
12. #2 ) MK-3475
(pembrolizumab
)
CMUH108- | 2021/10/4 [2110AUTO |Followup| #1 ) MK-7339 Shock haemorrhagic 1271 A
13. | REC2-060 02274 8 Study (Code not Renal failure
broken)
CMUH108- | 2020/2/28 [2003TURO [Followup| #1 ) MK-7339 Pneumonia 23| A
REC2-060 00676 6 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Rash maculo-papular
14. PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
111 # 03 * 16 p % 33 F o % 62 F
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CMUH108- | 2021/10/4 [2110AUTO |Followup| #1 ) MK-7339 Renal failure 1,231 A
15. | REC2-060 02274 9 Study (Code not|  Shock haemorrhagic
broken)
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Pneumonia 2,3 A
REC2-060 00676 7 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Febrile neutropenia
16. PACLITAXEL | Rash maculo-papular
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 [2003TURO [Followup| #1) MK-7339 Pneumonia 2,3 A
REC2-060 00676 8 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Rash maculo-papular
17 PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 [2003TURO [Followup| #1 ) MK-7339 Pneumonia 2,3 A
REC2-060 00676 9 Study (Code not Hepatitis
broken) Febrile neutropenia
#2) Febrile neutropenia
18. PACLITAXEL | Rash maculo-papular
#3)
CARBOPLATI
N
CMUH109- | 2021/6/28 |21P-153-39(follow up| Venetoclax/ Sepsis 1,2, A
19. | REC2-018 68396-00 9 Azacitidine Graft failure Febrile 3,7
neutropenia
CMUH104- | 2016/8/4 |8101626(26| FU26 C-MET Increased of lipase; 2 A
20. | REC2-074 ) kinase Increased of amylase;
inhibitor Anemia
111 # 03 * 16 p % 34 F % 62 F
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CMUH104- | 2016/8/4 (8101626(29| FU29 C-MET Increased of lipase, 2 A
21.| REC2-074 ) kinase Increased of amylase,
inhibitor Anemia
CMUH107-| 2021/10/1 |2021A7606| Initial | DURVALUMA 1. Neutrophil count 2 A
REC2-141 14 B/ decreased
22 GEMCITABIN | 2.White blood cell count
E decreased
CMUH107-| 2021/8/24 12021A7060 |follow up| DURVALUMA SUSPECTED 2,3, | A
REC2-141 11 2 B/ AUTOIMUNE 4
23. GEMCITABIN PNEUMONITIS
E (Immunemediated
lung disease)
CMUH107- | 2021/8/24 (2021A7060 |follow up| DURVALUMA SUSPECTED 2,3, | A
REC2-141 11 3 B/ AUTOIMUNE 4
24. GEMCITABIN PNEUMONITIS
E (Immunemediated
lung disease)
CMUH105- | 2018/4/24 (18P-251-23|follow up| Venetoclax Acute heart failure 2,31 A
25. | REC2-126 44703-00 24 Acute renal failure
Anaemia
CMUH108- | 2021/07/13 [ RU-ONCO (follow up| -Pomalidomide -Pneumonitis 1,3 A
26. | REC2-002 PEPPR-008 3 -Dexamethasone 7
39
CMUH108- | 2021/02/11 [FR-PSI-FR-|follow up| -Melflufen -WORSENING 2,3 A
27. | REC2-002 PSI-2021-0 4 -Dexamethasone| THROMBOCYTOPENIA
0018
CMUH106- | 2021/11/15 |2021-10141| FU1 [#1) Cemiplimab| DEATH OF UNKNOWN (1-~3| A
REC2-057 7 (CEMIPLIMAB REASON [Death]
) Injection {Lot# KETOACIDOSIS
8241400085) [Ketoacidosis]
28. #2)
CARBOPLATIN
*R2810*130787
(CARBOPLATI
N) Unknown

111 # 03 * 16 p




" MFFLE T ?hﬁi%ﬂiﬁgg:ﬁﬁiﬁg
-F-t-ERFZAPAEHEL
NNy 4
; R LA SR %Zij i QJ*P P §:: Jal 7 AE @ SRR
CMUH106- | 2021/12/10 (2021-11572 FU2 |#1) Cemiplimab INTESTINAL 23| A
REC2-057 7 (CEMIPLIMAB PERFORATION
29. ) Injection {Lot [ [Intestinal perforation]
# 8241400085} Sepsis [Sepsis]
CMUH106- | 2021/12/10 |2021-11572| FU1 [#1) Cemiplimab Sepsis [Sepsis] 2.3 A
REC2-057 7 (CEMIPLIMAB INTESTINAL
30. ) Injection {Lot PERFORATION
# 8241400085} | [Intestinal perforation]
CMUH106- | 2021/12/10 (2021-11572( INITIAL |#1 ) Cemiplimab Sepsis [Sepsis] 23| A
REC2-057 7 (CEMIPLIMAB INTESTINAL
3L ) Injection {Lot PERFORATION
# 8241400085} | [Intestinal perforation]
CMUH109- | 2021/3/7 (E2B_90082( Follow BLINDED INVOLVED OR 2,3 A
REC2-025 813(14) up 14 STUDY PROLONGED
32. MEDICATION,; INPATIENT
GEMCITABIN HOSPITALIZATION,;
E LIFE THREATENING
CMUH109- | 2021/5/24 (E2B_90083( Follow BLINDED LIFE THREATENING 2 A
REC2-025 693(9) up 9 STUDY
33. MEDICATION;
GEMCITABIN
E

111 # 03 * 16 p
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34.

CMUH109-
REC2-155

2021/9/24

2111FRAQO
1820

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Staphylococcal infection
General physical health
deterioration
Hyperthermia

Interstitial lung disease

1,23

35.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
9

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Oesophagitis
Upper gastrointestinal

haemorrhage

1,23

111 # 03 * 16 p
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36.

CMUH109-
REC2-155

2021/9/24

2111FRAQO
1820

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROUR
ACIL FOR
JAPAN
#3)
OXALIPLATIN
FOR JAPAN
#4)
LEVOLEUCOV
ORIN FOR
JAPAN

Interstitial lung disease

Staphylococcal infection

General physical health
deterioration

Hyperthermia

1,23

37.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
21

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonia

2,3

38.

CMUH109-
REC2-155

2021/11/23

2111CHNO
08692

Followup
22

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonia

2,3

111 # 03 * 16 p
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39.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
10

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Oesophagitis
Upper gastrointestinal

haemorrhage

1,23

40.

CMUH109-
REC2-155

2021/12/3

2112CHNO
05932

Followup
11

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Oesophagitis
Upper gastrointestinal

haemorrhage

1,23

41.

CMUH108-
REC2-060

2020/2/28

2003TURO
00676

Followup
10

#1) MK-7339
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Pneumonia
Hepatitis
Febrile neutropenia
Febrile neutropenia

Rash maculo-papular

2,3

42.

CMUH108-
REC2-060

2021/2/17

2102BRA0
08045

Followup
10

#1) MK-7339
Study (Code not
broken)

Hepatitis

1,2,3

111 # 03 * 16 p




" MFFLE T ?hﬁi%ﬂiﬁgg:ﬁﬁiﬁg
-F-t-ER¥zEFEEHES
) 24 &

:}i kg |Eapn jﬁifﬁ ﬁw“? R Fage |seEe
CMUH108- | 2020/2/28 [2003TURO [Followup| #1 ) MK-7339 Pneumonia 2,3 A
REC2-060 00676 11 Study (Code not Hepatitis

broken) Febrile neutropenia
#2) Febrile neutropenia
43. PACLITAXEL | Rash maculo-papular
#3)
CARBOPLATI
N
CMUH108- | 2020/2/28 |2003TURO |Followup| #1) MK-7339 Rash maculo-papular 2,3 A
REC2-060 00676 12 Study (Code not Febrile neutropenia
broken) Pneumonia
m #2) -Hepatltls |
PACLITAXEL Febrile neutropenia
#3)
CARBOPLATI
N
CMUH108- | 2021/10/4 [2110AUTO |Followup| #1 ) MK-7339 Renal failure 1,231 A
45. | REC2-060 02274 10  [Study (Code not|  Malignant neoplasm
broken) progression
CMUH109- | 2021/11/29 [ 2112CHLO |Followup| #1 ) MK-7902 Urosepsis 1,3 A
REC2-158 01991 4 (lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
46. #3)
5-FLUOROUR
ACIL
#4)
OXALIPLATIN
#5)
LEUCOVORIN
111 # 03 * 16 p % 40 7 o % 3
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47.

CMUH109-
REC2-158

2021/11/23

2111FRAQO
8897

Followup
8

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

Cardiac failure

48.

CMUH109-
REC2-158

2022/1/18

2201CHLO
05622

Initial

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Gastrointestinal

haemorrhage

2,3

49,

CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
7

#1)
OXALIPLATIN
#2)
LEVOLEUCOV
ORIN
#3)
5-FLUOROUR
ACIL

Intestinal obstruction

Septic shock

2,3

111 # 03 * 16 p
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50.

CMUH109-
REC2-158

2022/1/18

2201CHLO
05622

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
LEUCOVORIN
#5)
5-FLUOROUR
ACIL

Gastrointestinal

haemorrhage

2,3

51,

CMUH109-
REC2-158

2021/9/20

2110ESP0OO
0209

Followup
10

#1)
OXALIPLATIN
#2)
LEUCOVORIN
#3)
5-FLUOROUR
ACIL

Ascites

Vomiting
Neutropenia

Diarrhoea

Cardio-respiratory arrest

1,3

52.

CMUH109-
REC2-158

2022/2/3

2202COLO
03564

Followup
2

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
LEUCOVORIN
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL

Thrombocytopenia

1,3

111 # 03 * 16 p
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53.

CMUH109-
REC2-158

2021/11/23

2111FRAQO

8897

Followup
9

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)
OXALIPLATIN

General physical condition
abnormal

Cardiac failure

2,3

54.

CMUH109-
REC2-158

2021/10/1

2110ITAQO
1081

Followup
8

#1)
OXALIPLATIN
#2)
LEVOLEUCOV
ORIN
#3)
5-FLUOROUR
ACIL

Intestinal obstruction

Septic shock

2,3

55.

CMUH109-
REC2-158

2021/11/23

2111FRAOQ0
8897

Followup
10

#1) MK-7902
(lenvatinib
mesylate)
#2)
PEMBROLIZU
MAB
#3)
CAPECITABIN
E
#4)

General physical condition
abnormal

Cardiac failure

OXALIPLATIN

2,3

111 # 03 * 16 p
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CMUH109- | 2021/10/1 |2110ITAOO |Followup #1) Intestinal obstruction 23| A
REC2-158 1081 9 OXALIPLATIN Septic shock
#2)
LEVOLEUCOV
56.
ORIN
#3)
5-FLUOROUR
ACIL
CMUH110- | 2021/8/13 [2108USAOQ [Followup| #1) MK-7902 Acute kidney injury 2,3 A
REC2-034 04810 22 (lenvatinib Posterior reversible
mesylate) encephalopathy syndrome
S #2) Hyperthyroidism
PEMBROLIZU Hypertension
MAB
CMUH110- | 2021/11/10 | 2111DEUO |Followup #1) lleus 2,3 A
REC2-034 04023 8 PEMBROLIZU Sepsis
MAB Gastrointestinal
58, #2') MK-7902 haemorrhage
(lenvatinib
mesylate)
CMUH110- | 2021/12/28 [2112ESPO1| Initial | #1 ) MK-7902 Hypertension 2,3 A
REC2-034 0170 (lenvatinib
50, mesylate)
#2)
PEMBROLIZU
MAB
CMUH110- | 2021/11/10 | 2111DEUO |Followup #1) Sepsis 23| A
REC2-034 04023 9 PEMBROLIZU Gastrointestinal
MAB haemorrhage
00. #2) MK-7902 Ileus
(lenvatinib
mesylate)

111 # 03 * 16 p
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61.

CMUH110-
REC2-034

2021/12/28

2112ESPO1
0170

Followup
1

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

Hypertension

2,3

62.

CMUH110-
REC2-034

2021/12/27

2201CHNO
02657

Followup
4

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

Pneumonia

63.

CMUH110-
REC2-034

2021/11/10

2111DEUO
04023

Followup
10

#1)
PEMBROLIZU
MAB
#2 ) MK-7902
(lenvatinib

mesylate)

Sepsis
Gastrointestinal
haemorrhage

lleus

2,3

64.

CMUH110-
REC2-034

2021/12/27

2201CHNO
02657

Followup
5

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

Pneumonia

65.

CMUH110-
REC2-034

2021/12/27

2201CHNO
02657

Followup
6

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

Pneumonia

111 # 03 * 16 p
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CMUH110- | 2021/8/13 | 2108USAO |Followup| #1) MK-7902 Hypertension 237 A
REC2-034 04810 23 (lenvatinib Acute kidney injury
mesylate) Acute kidney injury
06. #2) Hyperthyroidism
PEMBROLIZU Posterior reversible
MAB encephalopathy syndrome
CMUH110- | 2021/12/27 | 2201CHNO |Followup| #1) MK-7902 Pneumonia 1 A
REC2-034 02657 7 (lenvatinib
67, mesylate)
#2)
PEMBROLIZU
MAB
CMUH110- | 2021/8/13 [2108USAQ [Followup| #1) MK-7902 Hypertension 2371 A
REC2-034 04810 24 (lenvatinib Acute kidney injury
mesylate) Acute kidney injury
68. #2) Hyperthyroidism
PEMBROLIZU Posterior reversible
MAB encephalopathy syndrome
CMUH110- | 2021/11/10 | 2111DEUO |Followup #1) Sepsis 2,3 A
REC2-034 04023 11 PEMBROLIZU Gastrointestinal
MAB haemorrhage
69. #2 ) MK-7902 lleus
(lenvatinib
mesylate)
CMUH110- | 2021/12/27 | 2201CHNO |Followup| #1) MK-7902 Pneumonia 1 A
REC2-034 02657 8 (lenvatinib
20, mesylate)
#2)
PEMBROLIZU
MAB

111 # 03 * 16 p
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CMUH110- | 2021/8/11 |2108USAO |Followup| #1) MK-7902 Hypertension 237 A
REC2-034 04810 25 (lenvatinib Acute kidney injury
mesylate) Acute kidney injury
= #2) Hyperthyroidism
PEMBROLIZU Posterior reversible
MAB encephalopathy syndrome
CMUH110- | 2021/12/27 | 2201CHNO |Followup #1) Pneumonia 1,3 A
REC2-034 02657 9 PEMBROLIZU
72. MAB
#2 ) MK-7902
(lenvatinib
mesylate)
CMUH105- | 2020/3/23 |ONO-2020-| FU1 Sorafenib Hepatic encephalopathy, | 1, 3,
REC2-042 005459 Liver decompensation in | 7:Me
(BMS-2020 patient with HCC dicall
73 -025468) y
impor
tant
CMUH105- | 2017/2/17 |JONO-2017-| FU1 Nivolumab Hepatic failure/Drug 1,3,
REC2-042 006263 (Nivolumab) induced liver [ 7:Me
(BMS-2017 failure, Acute kidney [dicall
4. -015413) injury, Increased bilirubin /| 'y
Elevated bilirubin impor
worsened tant
CMUH108- | 2021/6/21 |2107DEUO |Followup #1) Epistaxis 2,3
REC2-059 01119 17 PEMBROLIZU
75. MAB
#2)
PEMETREXED
% 47T 7> % 62 |
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76.

CMUH108-
REC2-059

2020/12/25

2012BRA0
12210

Followup
10

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Malignant neoplasm
progression

Thrombocytopenia

1,23

77.

CMUH108-
REC2-059

2020/12/25

2012BRA0
12210

Followup
11

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Malignant neoplasm
progression

Thrombocytopenia

1,23

78.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
28

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Septic shock

Neutropenia

2,3,7

79.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
29

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Septic shock

Neutropenia

2,3,7
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80.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
30

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Septic shock

Neutropenia

2,37

81.

CMUH108-
REC2-059

2020/12/25

2012BRA0
12210

Followup
12

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Malignant neoplasm
progression

Thrombocytopenia

1,23

82.

CMUH108-
REC2-059

2020/12/9

2012ARGO
06069

Followup
13

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Anaemia
Thrombocytopenia
COVID-19 pneumonia
Thrombocytopenia
Malignant neoplasm

progression

1,3

83.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followup
31

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLATI
N

Septic shock

Neutropenia

2,3,7
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84.

CMUH108-
REC2-059

2021/5/14

2105USA0
03770

Followup
18

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3)
CARBOPLAT
N

Rhabdomyolysis
Infusion related reaction
Failure to thrive
Sepsis
Pneumonia aspiration

Asthenia

2,3

85.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Gastrointestinal bleeding
[Gastrointestinal

haemorrhage]

2.3
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86.

CMUH108-
REC2-134

2021/6/14

2106BRA0
04643

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Hepatorenal syndrome

[Hepatorenal syndrome]

111 # 03 * 16 p
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87.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
29

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]

111 # 03 * 16 p

S




£ § B

L P

% >R
2 5L

Er

L el

88.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Gastrointestinal bleeding
[Gastrointestinal

haemorrhage]

111 # 03 * 16 p
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89.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Gastrointestinal bleeding
[Gastrointestinal

haemorrhage]
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90.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
30

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]
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91.

CMUH108-
REC2-134

2021/12/27

2112CHLO
09782

Followup
9

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Gastrointestinal bleeding
[Gastrointestinal

haemorrhage]
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92.

CMUH108-
REC2-134

2021/9/2

2110CHNO
03217

Followup
31

#1) MK-3475
Study (Code not
broken)
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

platelet count decrease
[Platelet count decreased]

Bacteremia [Bacteraemia]
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CMUH108- | 2021/9/2 |2110CHNO |Followup| #1) MK-3475 | platelet count decrease 23 [ A
REC2-134 03217 31 Study (Code not | [Platelet count decreased]
broken) Bacteremia [Bacteraemia]
#2)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
93. INJECTION
STUDY)
#3)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Death NOS [Death]
Fatigue [Fatigue]
#1) IMAB362
) Dehydration [Dehydration]
(Zolbetuximab) o
Creatinine increased
Solution for o
) [Blood creatinine
Infusionn
increased]
CMUH108- 2021US026 [follow up #2)
94, 2021/7/11 Encephalopathy 1-3] A
REC2-014 062 2 ABRAXANE
[Encephalopathy]
(PACLITAXEL
Thromboembolic event
ALBUMIN) )
) [Embolism]
Solution for _ )
) Dysphagia [Dysphagia]
Infusion
Atrial fibrillation [Atrial
fibrillation]
111 # 03 * 16 p % 58 F > x 62 F
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#1) IMAB362
(Zolbetuximab)
Solution for _ )
. Worsening of Anorexia
Infusionn )
[Decreased appetite]
CMUH108- 2021JP013 |follow up #2) )
95. 2021/7/5 Death due to disease |1 - A
REC2-014 193 5 ABRAXANE ) )
progression [Malignant
(PACLITAXEL )
neoplasm progression]
ALBUMIN)
Solution for
Infusion
#1) IMAB362
(Zolbetuximab)
Solution for Progression of pancreas
Infusionn adenocarcinoma
CMUH108- 2020US045 |follow up #2) [Malignant neoplasm
96. 2020/12/18 _ 1~ A
REC2-014 241 6 ABRAXANE progression]
(PACLITAXEL | Anasarca [Generalised
ALBUMIN) oedema]
Solution for
Infusion
111 # 03 * 16 p % 50 F % 62 |
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White blood cell decreased
[White blood cell count
decreased]
Platelet count decreased
[Platelet count decreased]
Neutrophil count decreased
[Neutrophil count
decreased]
#1) IMAB362 ) )
] Neutropenic fever [Febrile
(Zolbetuximab) .
neutropenia]
Solution for
) Encephalopathy
Infusion
[Encephalopathy]
CMUH108- 2020US012 [follow up #2)
97. 2020/4/1 Stroke [Cerebrovascular (1-~3| A
REC2-014 410 6 ABRAXANE ]
accident]
(PACLITAXEL ]
Thromboembolic event
ALBUMIN)
(PE) [Pulmonary
Solution for ]
. embolism]
Infusion )
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic
microangiopathy]
Thromboembolic event
(right atrial clot) [Atrial
thrombosis]
#1) IMAB362 ] )
) Respiratory failure
(Zolbetuximab) ] ]
) [Respiratory failure]
Solution for
) Encephalopathy
Infusion
[Encephalopathy]
CMUH108- 2021US026 [follow up #2) )
98. 2021/7/12 Thromboembolicevent [1-3] A
REC2-014 062 3 ABRAXANE
[Embolism]
(PACLITAXEL Dysphagia [Dysphagic]
ysphagia [Dysphagia
ALBUMIN)
Atrial fibrillation [Atrial
Solution for
) fibrillation]
Infusion

111 # 03 * 16 p
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BB * & e g4 FaArF
[z 21452]
*35% ¥ ¢4 Satralizumab
1. CMUH103-REC2-010 ey R *E rMAFA YR 12021 & 047 07 p 3 2021 107 06 B
WEHRBPTGLPEPN PR L AR SR RL G TR
PLIRBR e 7D P R o
e [ 59 wildriz o)
2. CMUH109-REC2-180 EFL R *is 3 p #2022 & 01 0 31 p
[2#= 2p82]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)JNJ-56136379 (bersacapavir)
*3% E L4  INJ-56136379 (bersacapavir)
3. | CMUH110-REC2-025 FA A | *% 2PAELH P 116 June 2021 to 15 December 2021
*Development Safety Update Report No. 6 Executive Summary
JNJ-56136379 (bersacapavir)
*3% E L4  INJ-56136379 (bersacapavir)
*% > 4F2 7 1 16 December 2020 to 15 December 2021
[#e]
4, CMUH109-REC2-018 FL T 75z > £ : Recommended Phase 3 Dose (RPTD) for Part 2 of
M19-063, dated February 3, 2022
" [%7 il ivizan]
5. CMUH104-REC2-074 L § 8] Xz 5 p 9 2021 # 08 0 11 p
[z#=% 2482 ]
0. CMUH109-REC2-018 EL R *E% ¥4 L Venetoclax/ Azacitidine
*E rMAFL PR 1110205 29p 3 110& 11 F 28 p
[z % 21452]
7. CMUH105-REC2-126 FLR | *R®mEH LA Venetoclax
*H rMAFLYPFL10£ 057 29p T 110+ 117 28 p
[z % 2142]
*Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)JNJ-56136379 (bersacapavir)
*Eok ¥4 L 1 INJ-56136379 (bersacapavir)
8. CMUH109-REC2-149 o *% rMHAF2 B F 1 16 June 2021 to 15 December 2021
*Development Safety Update Report No. 6 Executive Summary
JNJ-56136379 (bersacapavir)
*Eok E 5 L 1 INJ-56136379 (bersacapavir)
*% > 4R 2 8 A ¢ 16 December 2020 to 15 December 2021
[z#=% 2p82]
*REHREY LA
9. | CMUH109-REC2-099 i *;&@ﬁ%gé:2m031zama 3 2021 # 06 " 17
* pMIFLPHF 2021 £ 067 18 p 3 2021 & 12 % 17 P
(2335824 2]
10. | CMUH106-REC2-089 0 R A 1 v1.0
*p #p : 08 Mar 2021
[{sraFr£p]
11. | CMUH107-REC2-121 FLz *5 4 @ Edition 11
*p #p : 12-Dec-2021
[DSMB -3 i 4+)
12. | CMUH108-REC2-010 0ARR | AR 2 p 12021 # 020 08

ik 2 pdy 12021 & 06 7 07 p
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*dk iz p g 02022 # 017 10 p
(= 2ap]

*:E 5% %4 ¢ 4L Ponatinib

*g rPARL YR 2020 £ 06 1 14 p
*g rPARLYF 2020 12 7 14 p
*g P AR HF 2021 # 067 14 p

2020 # 12 ®» 13 p
2021 # 06 * 13 p
2021 & 12 % 13 p

| ES T T )

13.

CMUH106-REC2-086

|+
(A
&

(EE IR T -ES
-13Y_Abemaciclib_LY2835219 INV_LL_17 (29-Sep-2020_to_28-
Mar-2021)

*35% ¥ 4L Abemaciclib

*% >4 2 8 7 . Approval Date: 13-May-2021
-13Y_Abemaciclib_LY2835219 INV_LL 18 (29-Mar-2021_to_28-
Sep-2021)

*35% ¥ 4L Abemaciclib

*% >34 4 7 @ Approval Date: 18-Nov-2021

14.

CMUH107-REC2-040

T
|~
I3

[$%=%5F24 4]
*5< & : Verion 1.0
*p #2021 # 12 % 10 p

15.

CMUH110-REC2-048

N
&
N

[z 2pd4p2]
BRII-179-835-001 6-Month SUSAR Line Listing

*#% % 4L 1 BRII-179 (VBI-2601) 2 BRII-835 (VIR-2218)
*E rMAFLHPEF 1 10£ 070 01p T 110# 120 31 p

16.

CMUH105-REC2-142

ki
|-
a

[z < 244p4 ]

*R% ¥ L T ALXN1210

*E pMARA R 12021047 02p 3 2021 10 7 0L p
*# o E ¥ L4 ECULIZUMAB

*G p AR R 12020077 01l p 3 2021 127 31 p

17.

CMUH110-REC2-198

EH I

(2% 242474 ]

*:R5% ¥4 L4 Firibastat

*EL p g 12021 & 120 22 p

*EL PR 12020 110 14p 3 2021+ 11 % 13 p

18.

CMUH109-REC2-126

v AR

[(#£=]
*N O 6% % (1B Note to File)
*5 & p #p 10 February 2022

19.

CMUH110-REC2-154

3 5P

[z 2paF]
5k &4 L4 Encorafenib (Braftovi)
% ML HPF 2020 52 12 p-2021 & 11 7 11 p

20.

CMUH105-REC2-110

"
|-
&

[##]
*MoF 0 M14-031_z#=k # # ¥ 38 i 47 _Vital sign extra collection

21.

CMUH105-REC2-042

N
&
N

[ > ]
*3k5% ¥ ¢4 Nivolumab
*E >MAELHEF 2020 07 04p I 2021 # 07 * 03 p

(%] P LPA -

FREREFEFATH ()

R EEER (0F)

F a0 (2110 4)
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