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#1)
PEMBROLIZU Hypoxia
CMUH108- 2012AUSO |Followup
1. 2020/11/27 MAB Malignant neoplasm 1,2,3 A
REC2-059 04515 6 ]
#2) progression
PEMETREXED
#1)
PEMBROLIZU Multiple organ
CMUH108- 2006DEUO |Followup MAB dysfunction syndrome
2. 2020/6/4 1,3 A
REC2-059 04014 24 #2) Anaemia
PEMETREXED Leukopenia
#3) carboplatin
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#1) MK-7339
CMUH108- 2103BRAO |Followup #2) General physical health
3. 2021/3/15 1,3 A
REC2-059 07229 1 PEMBROLIZU deterioration
MAB
#1)
PEMBROLIZU
CMUH108- 2012NZLO |Followup .
4, 2020/11/10 MAB Myocarditis 1,3 A
REC2-059 01304 7
#2)
PEMETREXED
#1)
PEMBROLIZU
MAB ]
CMUH108- 2006ROMO |Followup Anaemia
5. 2020/4/16 #2) ] 2,3 A
REC2-059 02684 21 Thrombocytopenia
PEMETREXED
#3 ) carboplatin
#4 ) cisplatin
#1)
PEMBROLIZU Multiple organ
CMUH108- 2006DEUO |Followup MAB dysfunction syndrome
6. 2020/6/4 ) 1,3 A
REC2-059 04014 25 #2) Anaemia
PEMETREXED Leukopenia
#3 ) carboplatin
#1)
PEMBROLIZU Hypoxia
CMUH108- 2012AUSO |Followup ]
7. 2020/11/27 MAB Malignant neoplasm 1,2,3 A
REC2-059 04515 7 ]
#2) progression
PEMETREXED
#1) MK-7339
CMUH108- 2103BRAO |Followup #2) . .
8. 2021/3/15 Febrile neutropenia 1,3 A
REC2-059 07229 2 PEMBROLIZU
MAB
#1) MK-7339
CMUH108- 2103BRAO |Followup #2) . .
9. 2021/3/15 Febrile neutropenia 1,3 A
REC2-059 07229 3 PEMBROLIZU
MAB
110 # 06 * 09 p % 33 F > % 58 F
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Immune-mediated
enterocolitis
#1)
Back pain
PEMBROLIZU ) o
Acute kidney injury
CMUH108- 2103DEUO |Followup MAB o
10. 2021/3/2 Blood bilirubin 1,3 A
REC2-059 04490 6 #2) ]
increased
PEMETREXED
. | Gamma-glutamyltransf
#3) cisplatin ]
erase increased
Death
#1)
Pneumonia
PEMBROLIZU ]
CMUH108- 2012AUSO |Followup Malignant neoplasm
11. 2020/11/27 MAB ] 1,2,3 A
REC2-059 04515 8 42) progression
Pneumonitis
PEMETREXED
#1)
PEMBROLIZU Multiple organ
CMUH108- 2006DEUO |Followup MAB dysfunction syndrome
12. 2020/6/4 ] 1,3 A
REC2-059 04014 26 #2) Anaemia
PEMETREXED Leukopenia
#3 ) carboplatin
Immune-mediated
enterocolitis
#1) ) o
Acute kidney injury
PEMBROLIZU
Blood bilirubin
CMUH108- 2103DEUO |Followup MAB ]
13. 2021/3/2 increased 1,3 A
REC2-059 04490 7 #2)
Gamma-glutamyltransf
PEMETREXED )
] ] erase increased
#3 ) cisplatin )
Back pain
Death
110 # 06 * 09 p % 34 F % 58 |
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Back pain
Immune-mediated
#1)
enterocolitis
PEMBROLIZU ) o
Acute kidney injury
CMUH108- 2103DEUO |Followup MAB o
14, 2021/3/2 Blood bilirubin 1,3 A
REC2-059 04490 8 #2) ]
increased
PEMETREXED )
. . Sepsis
#3) cisplatin
Gamma-glutamyltransf
erase increased
#1)
PEMBROLIZU Anaemia
CMUH108- 2103COLO |Followup ) o
15. 2021/3/10 MAB Acute kidney injury 1,3 A
REC2-059 03832 4 )
#2) COVID-19 pneumonia
PEMETREXED
Back pain
Immune-mediated
#1)
enterocolitis
PEMBROLIZU
Sepsis
CMUH108- 2103DEUO |Followup MAB
16. 2021/3/2 Acute kidney injury 1,3 A
REC2-059 04490 9 #2) o
Blood bilirubin
PEMETREXED )
] ] increased
#3 ) cisplatin
Gamma-glutamyltransf
erase increased
#1)
PEMBROLIZU
MAB ]
CMUH108- 2006ROMO |Followup Thrombocytopenia
17. 2020/4/16 #2) 2,3 A
REC2-059 02684 22 Anaemia
PEMETREXED
#3) carboplatin
#4 ) cisplatin
110 # 06 * 09 p % 35 F % 58 |
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Gamma-glutamyltransf
erase increased
#1)
Immune-mediated
PEMBROLIZU
enterocolitis
CMUH108- 2103DEUO |Followup MAB )
18. 2021/3/2 Sepsis 1,3 A
REC2-059 04490 10 #2)
Back pain
PEMETREXED ) o
) ) Acute kidney injury
#3) cisplatin
Blood bilirubin
increased
-POMALIDOM
-COVID-19 RELATED
IDE(POMALID
PNEUMONIA
CMUH108- GB-PSI-20 [follow up OMIDE)
19. 2020/04/03 (CoVID-19 1,3 A
REC2-002 20-00045 3 -DEXAMETHA
pneumonia, COVID-19
SONE(DEXAM )
pneumonia)
ETHASONE)
-THROMBOCYTOPE
-MELFLUFEN(
NIA(Thrombocytopeni
MELPHALAN
a, Thrombocytopenia)
FLUFENAMID
CMUH108- RO-PSI-20 |follow up -ACUTE MYELOID
20. 2021/02/04 E) 1237 A
REC2-002 21-00012 4 LEUKEMIA (Acute
-DEXAMETHA
myeloid leukemia,
SONE(DEXAM
Acute myeloid
ETHASONE)
leukaemia)
-MELFLUFEN( -FEBRILE
MELPHALAN NEUTROPENIA
FLUFENAMID | (Febrile neutropenia,
CMUH108- IL-PSI-201 |follow up
21. 2018/12/29 E) Febrile neutropenia) 2,3 A
REC2-002 8-00114 11
-DEXAMETHA| -E.COLI SEPSIS
SONE(DEXAM| (Escherichia sepsis,
ETHASONE) Escherichia sepsis)
110 # 06 * 09 p % 36 F % 58 |
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-PNEUMONIA
-MELFLUFEN( (Pneumonia,
MELPHALAN Pneumonia)
FLUFENAMID -FEBRILE
CMUH108- FR-PSI-202
22. 2021/02/17 Initial E) NEUTROPENIA 2,3 A
REC2-002 1-00018
-DEXAMETHA| (Febrile neutropenia,
SONE(DEXAM| Febrile neutropenia)
ETHASONE) | -ANEMIA (Anemia,
Anaemia)
Asthenia
#1) MK-7339 Pulmonary
CMUH108- 2011UKRO -
23. 2020/10/29 Initial |Study (Code not haemorrhage 1,2,3 A
REC2-060 00809 ) .
broken) Febrile neutropenia
Thrombocytopenia
Asthenia
#1) MK-7339 Pulmonary
CMUH108- 2011UKRO |Followup
24, 2020/10/29 Study (Code not haemorrhage 12,3 A
REC2-060 00809 1 ) )
broken) Febrile neutropenia
Thrombocytopenia
#1) MK-7339
Study (Code not
broken)
CMUH108- 2004BRAO [Followup ) )
25. 2020/4/17 #2) Intestinal perforation 2,3 A
REC2-060 07080 9
NAB-PACLITA
XEL
#3) carboplatin
#1) MK-7339
CMUH108- 2102BRAO |Followup N
26. 2021/2/17 Study (Code not Hepatitis 1,2,3 A
REC2-060 08045 2
broken)
#1) MK-7339 ) -
CMUH108- 1910TURO |Followup Autoimmune nephritis
27. 2019/10/22 Study (Code not _ N 2,3 A
REC2-060 15247 16 Autoimmune hepatitis
broken)
110 # 06 * 09 p % 37 % 58 |




CRPFASTURFAFIARAR 65 FRLR§

“FotERFALGE G REE( #K)
B X AR |3R L
AEe S |EA p Y Vo E 3Aag 2% =R
g |6 2 | ul N
#1) MK-7339
Study (Code not
broken)
CMUH108- 2004BRAO |Followup
28. 2020/4/17 #2) Intestinal perforation 2,3 A
REC2-060 07080 10
NAB-PACLITA
XEL
#3) carboplatin
#1) MK-7339
CMUH108- 2102BRAO |Followup .
29. 2021/2/17 Study (Code not Hepatitis 1,2,3 A
REC2-060 08045 3
broken)
#1) MK-7339 ] .
CMUH108- 1910TURO |Followup Autoimmune hepatitis
30. 2019/10/22 Study (Code not 2,3 A
REC2-060 15247 17 Autoimmune nephritis
broken)
#1) MK-7339 ] .
CMUH108- 1910TURO |Followup Autoimmune hepatitis
31. 2019/10/22 Study (Code not 2,3 A
REC2-060 15247 18 Autoimmune nephritis
broken)
#1) MK-7339
CMUH108- 1910TURO |Followup Autoimmune hepatitis
32. 2019/10/22 Study (Code not ) N 2,3 A
REC2-060 15247 19 Autoimmune nephritis
broken)
CMUH106- 1907TWNO (follow up| #1) MK-3475 | Diabetic ketoacidosis
33. 2019/7/12 o o 2.3 A
REC2-071 09971 7 Study [Diabetic ketoacidosis]
CMUH106- 1907TWNO (follow up| #1) MK-3475 | Diabetic ketoacidosis
34. 2019/7/12 o o 2.3 A
REC2-071 09971 8 Study [Diabetic ketoacidosis]
CMUH106- 1907TWNO|follow up| #1) MK-3475 diabetes mellitus
35. 2019/7/12 ) ) 2.3 A
REC2-071 09971 9 Study [Diabetes mellitus]
110 # 06 * 09 p % 38 7% 58 |
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36.

CMUH108-
REC2-014

2020/4/1

2020US012
410

follow up
3

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

Stroke
[Cerebrovascular
accident]
Thromboembolic event
(PE) [Pulmonary
embolism]
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic
microangiopathy]
Thromboembolic event
(right atrial clot) [Atrial
thrombosis]
Platelet count
decreased [Platelet
count decreased]
White blood cell
decreased [White blood
cell count decreased]
Confusion [Confusional
state]
Neutrophil count
decreased [Neutrophil
count decreased]
Encephalopathy
[Encephalopathy]
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#1) IMAB362
(Zolbetuximab)
Solution for
Infusion Progression disease
CMUH108- 2020US010(follow up #2) [Malignant neoplasm
37. 2020/3/13 1-2-3| A
REC2-014 118 3 ABRAXANE progression]
(PACLITAXEL | Vomiting [Vomiting]
ALBUMIN)
Solution for
Infusion
110 # 06 * 09 p ¥ 40 F > % 58
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38.

CMUH108-
REC2-014

2020/4/1

2020US012
410

follow up
4

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

White blood cell
decreased [White blood
cell count decreased]
Platelet count
decreased [Platelet
count decreased]
Neutrophil count
decreased [Neutrophil
count decreased]
Neutropenic fever
[Febrile neutropenia]
Encephalopathy
[Encephalopathy]
Stroke
[Cerebrovascular
accident]
Thromboembolic event
(PE) [Pulmonary
embolism]
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic
microangiopathy]
Thromboembolic event
(right atrial clot) [Atrial

thrombosis]
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39.

CMUH108-
REC2-014

2020/4/1

2020US012
410

follow up
5

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

White blood cell
decreased [White blood
cell count decreased]
Platelet count
decreased [Platelet
count decreased]
Neutrophil count
decreased [Neutrophil
count decreased]
Neutropenic fever
[Febrile neutropenia]
Encephalopathy
[Encephalopathy]
Stroke
[Cerebrovascular
accident]
Thromboembolic event
(PE) [Pulmonary
embolism]
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic
microangiopathy]
Thromboembolic event
(right atrial clot) [Atrial

thrombosis]
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40.

CMUH108-
REC2-014

2020/12/18

2020US045
241

follow up
2

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

Anasarca [Generalised

oedema]

41.

CMUH108-
REC2-014

2020/12/18

2020US045
241

follow up
3

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

Anasarca [Generalised

oedema]

42.

CMUH108-
REC2-014

2021/2/28

2021US007
620

initial

#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
#2)
ABRAXANE
(PACLITAXEL
ALBUMIN)
Solution for

Infusion

Sepsis [Sepsis]
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#1) IMAB362
(Zolbetuximab)
Solution for
Infusion . .
Vomiting [Vomiting]
CMUH108- 2021US009( #2) ) ) )
43. 2021/3/15 initial Epigastric burning 13 A
REC2-014 943 ABRAXANE )
[Dyspepsia]
(PACLITAXEL
ALBUMIN)
Solution for
Infusion
#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
Vomiting [Vomiting]
CMUH108- 2021US009 [follow up #2) ) ) ]
44, 2021/3/15 Epigastric burning 13 A
REC2-014 943 1 ABRAXANE )
[Dyspepsia]
(PACLITAXEL
ALBUMIN)
Solution for
Infusion
Other Serious Criteria:
Medically Significant
Progressive pancreatic
#1) IMAB362 _ _
) malignancy [Malignant
(Zolbetuximab) )
) neoplasm progression]
Solution for
Severe abdominal pain
Infusion . .
[Abdominal pain]
CMUH108- 2021US009| #2) ) )
45, 20217217 initial Severe hip + back pain [1~3~7| A
REC2-014 351 ABRAXANE )
[Arthralgia]
(PACLITAXEL
Severe hip + back pain
ALBUMIN) )
) [Back pain]
Solution for - o
Vomiting [Vomiting]
Infusion
Diarrhea [Diarrhoea]
Nausea [Nausea]
Fatigue [Fatigue]
110 # 06 * 09 p % 44 F > % 58 |
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Other Serious Criteria:
Medically Significant
Progressive pancreatic
#1) IMAB362
) malignancy [Malignant
(Zolbetuximab) ]
) neoplasm progression]
Solution for
) Severe abdominal pain
Infusion . .
[Abdominal pain]
CMUH108- 2021US009 [follow up #2)
46. 2021/217 Severe hip + back pain [1~3~7[ A
REC2-014 351 1 ABRAXANE
[Arthralgia]
(PACLITAXEL ) ]
Severe hip + back pain
ALBUMIN) ]
[Back pain]
Solution for
Vomiting [Vomiting]
Infusion
Diarrhea [Diarrhoea]
Nausea [Nausea]
Fatigue [Fatigue]
#1) MK-3475
Platelet count
Study
decreased
#2)
Diarrhoea
CISPLATIN
CMUH109- 2009CHNO |Followup Arrhythmia
47. 2020/9/16 FOR JAPAN 2.3 A
REC2-155 08328 18 #) lleus
Respiratory failure
5-FLUOROUR
Renal failure
ACIL FOR ] )
Febrile neutropenia
JAPAN
#1) MK-3475
Platelet count
Study
decreased
#2)
Diarrhoea
CISPLATIN ) ]
CMUH109- 2009CHNO |Followup Respiratory failure
48. 2020/9/16 FOR JAPAN 2.3 A
REC2-155 08328 19 #) Renal failure
Arrhythmia
5-FLUOROUR
lleus
ACIL FOR ) )
Febrile neutropenia
JAPAN
110 # 06 * 09 p % 45 F > % 58 |
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49,

CMUH109-
REC2-155

2020/9/16

2009CHNO
08328

Followup
20

#1) MK-3475
Study
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Platelet count
decreased
Respiratory failure
Renal failure
Diarrhoea
Arrhythmia
lleus
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