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CMUH110-
REC3-049

2023/1/26

2023-MOR
003001-KR

follow up
5

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Pneumonia

13
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
2023-MOR de _
CMUH110- 2022111716 | 002911-M follow up (CYCLOPHOS Neutropenia, Neutropenic 23 A
REC3-049 v 2 PHAMIDE) sepsis
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

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

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
CMUH110- 2022/12/31 2023-MOR |follow up (CYCLOPHOS Dyspnoea, Anaemia, 23| A
REC3-049 002884-US 4 PHAMIDE) Colitis
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
2023-MOR de _
CMUH110- 2022111716 | 002911-M follow up (CYCLOPHOS Neutropenia, Neutropenic 23 A
REC3-049 v 3 PHAMIDE) sepsis
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

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

(Prednisolone)
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
2023-MOR de ) )
CMUH110- follow up Neutropenia, Neutropenic
1. 2022/11/16 | 002911-M (CYCLOPHOS 23 | A
REC3-049 4 sepsis
Y PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)
202209422
CMUH109- 49 9  [follow up
8. 2022/8/22 Niraparib 1.HYPOKALEMIA 23 A
REC3-145 Blinded 9
(EU)
1.SEPSIS
202210132 2.ST-ELEVATED
CMUH109- follow up ) )
9. 2022/10/6 53 7 Niraparib MYOCARDIAL 237 | A
REC3-145 _ 7
Blinded INFARCTION 3.ATRIAL

FIBRILLATION
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1.SEPSIS
202210132 2.ST-ELEVATED
CMUH109- follow up ] )
10. 2022/10/6 539 Niraparib MYOCARDIAL 237 | A
REC3-145 9
Blinded INFARCTION 3.ATRIAL
FIBRILLATION
202303045
CMUH109- follow up ) )
11. 2023/2/18 70_7 Niraparib 1.THROMBOPENIA 23 | A
REC3-145 ) 7
Blinded
202303045
CMUH109- follow up ) )
12. 2023/2/18 70_8 Niraparib 1.THROMBOPENIA 23 | A
REC3-145 _ 8
Blinded
1) IMMUNE MEDIATED
CMUH109- 2022-14291
13. 2022/11/20 follow up[ NIVOLUMAB | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
14. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3 A
REC3-185 4
2) MYOPATHY
Fatal septic shock and
CMUH109- 2023-07584
15. 2023/5/25 follow up| NIVOLUMAB life-threatening (LT) 1231 A
REC3-185 7 ]
urosepsis
1) IMMUNE MEDIATED
CMUH109- 2022-14291
16. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3 A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
17. 2022/11/20 follow up[ RELATLIMAB | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4
2) MYOPATHY
Blinded 2,7:
Semaglutide ) Medi
CMUH111- . Elevated lipase levels
18. 2023/9/20 | 1119424 | Initial |(Placebo Tablet) ) ) cally | A
REC3-091 [Lipase increased] o
Tablet, 3,7, 14 Signif
mg icant
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1.IMMUNE MEDIATED
CHOLANGITIS
(Immunemediated
CMUH107- 2022A2014 [follow up| DURVALUMA N
19. 2022/5/26 cholangitis) 1,3 A
REC3-139 44 10 B
2.POTENTIAL HY'S
LAW (Drug-induced liver
injury)
CMUH107- 2023A1247 [follow up| DURVALUMA ] )
20. 2023/5/29 Lipase increased 2 A
REC3-139 74 1 B
2,3,
7:1mp
SUSPECT ACUTE
CMUH107- 2023A1843 DURVALUMA ortant
21. 2023/8/8 Initial LEUKEMIA (Acute A
REC3-139 80 B _ Medi
leukaemia)
cal
Event
2,3,
ACUTE MYELOID  |7:Imp
GEMCITABIN
CMUH107- 2023A1843|follow up LEUKEMIA (Acute  |ortant
22. 2023/8/8 E/ ) 1 A
REC3-139 80 1 myeloid Medi
CISPLATIN
leukaemia) cal
Event
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) o
Suspected intestinal
OXALIPLATIN
perforation [Intestinal
(7902 STUDY) )
o perforation]
(oxaliplatin) o
Hypoalbuminemia
CMUH110- 2307ARGO |Followup Injection ) i
23. 2023/7/3 [Hypoalbuminaemia] 13 A
REC3-102 08802 9 #3) )
Leakage in gastrostomy
LEUCOVORIN )
[Gastrostomy tube site
(7902 STUDY) o
) complication]
(Leucovorin) ) ]
o Pneumonia [Pneumonia]
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
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24,

CMUH110-
REC3-102

2023/1/16

2301HUNO
05855

Followup
9

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Immune related
pancreatitis
[Immune-mediated

pancreatitis]

2.3

112 # 10 * 19 p
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~ oo ERFL-XFE RIS PR

B X 2 PAR(RL
g S| A p V5B R =% |7
g |6 EX T N
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) _
Suspected intestinal
OXALIPLATIN
perforation [Intestinal
(7902 STUDY) )
o perforation]
(oxaliplatin) o
Hypoalbuminemia
CMUH110- 2307ARGO |Followup Injection ) i
25. 2023/7/3 [Hypoalbuminaemia] 13 A
REC3-102 08802 10 #3) )
Leakage in gastrostomy
LEUCOVORIN )
[Gastrostomy tube site
(7902 STUDY) o
) complication]
(Leucovorin) ) ]
o Pneumonia [Pneumonia]
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 10 * 19 p ¥ 37 F > % 64 F
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26.

CMUH110-
REC3-102

2023/3/8

2303GBRO
03566

Followup
15

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Weight Loss [Weight
decreased]
Disease Progression

[Disease progression]

1.3
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27.

CMUH110-
REC3-102

2023/1/16

2301HUNO
05855

Followup
10

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)

LEUCOVORIN

(7902 STUDY)

(Leucovorin)

Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Immune related
pancreatitis
[Immune-mediated

pancreatitis]

2.3

112 # 10 * 19 p
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection aspiration pneumonia
#3) [Pneumonia aspiration]
OXALIPLATIN| Liver Function Test result
CMUH110- 2307KORO0 |Followup| (7902 STUDY) | elevation [Liver function
28. 2023/7/21 1.3 A
REC3-102 11329 5 (oxaliplatin) test increased]
Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection

112 # 10 * 19 p
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~F- Lo ERFL- AR EHRELEC SR
Y 4
:,i A P :iff ﬂz;&ﬁ VRES 7 AF &% |6
#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection aspiration pneumonia
#3) [Pneumonia aspiration]
OXALIPLATIN| Liver Function Test result
CMUH110- 2307KORO0 |Followup| (7902 STUDY) | elevation [Liver function
29. 2023/7/21 1.3 A
REC3-102 11329 6 (oxaliplatin) test increased]
Injection Atrial fibrillation with
#4) rapid V-rate [Atrial
5-FLUOROUR fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)

Injection

112 # 10 * 19 p
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B X 2 PAR(RL
A€ S| F 4 P Vo E Ay A iEas
g |6 EX T N
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2) o
Suspected intestinal
OXALIPLATIN
perforation [Intestinal
(7902 STUDY) )
o perforation]
(oxaliplatin) o
Hypoalbuminemia
CMUH110- 2307ARGO |Followup Injection ) i
30. 2023/7/3 [Hypoalbuminaemia] 13 A
REC3-102 08802 11 #3) )
Leakage in gastrostomy
LEUCOVORIN )
[Gastrostomy tube site
(7902 STUDY) o
) complication]
(Leucovorin) ) ]
o Pneumonia [Pneumonia]
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 10 * 191 ¥ 42 F > % 64 F
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31.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
33

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3
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32.

CMUH110-
REC3-102

2023/3/8

2303GBRO
03566

Followup
16

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Weight Loss [Weight
decreased]
Disease Progression

[Disease progression]

1.3
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33.

CMUH110-
REC3-102

2023/1/16

2301HUNO
05855

Followup
11

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)

LEUCOVORIN

(7902 STUDY)

(Leucovorin)

Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Immune related
pancreatitis
[Immune-mediated

pancreatitis]

2.3
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34.

CMUH110-
REC3-102

2023/7/3

2307ARGO
08802

Followup
12

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5) SODIUM
CHLORIDE
(SODIUM
CHLORIDE)

Oral solution

Suspected intestinal

perforation [Intestinal

perforation]

Hypoalbuminemia
[Hypoalbuminaemia]
Leakage in gastrostomy

[Gastrostomy tube site

complication]

Pneumonia [Pneumonia]

1.3

112 # 10 * 19 p
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35.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
34

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3

112 # 10 * 19 p
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~ oo ERFL-XFE RIS PR

B X 2 PAR(RL
AEe S |EA p Y Vo E Ay A iEas
g |6 2 | ul N
#1) MK-7902
(lenvatinib o
deterioration of general
mesylate) »
condition [General
Capsule )
physical health
CMUH110- 2306FRAQ |Followup #2) o
36. 2023/6/1 deterioration] 13| A
REC3-102 07468 13 PEMBROLIZU )
Malignant Neoplasm
MAB ) )
) Progression [Malignant
(pembrolizumab )
] neoplasm progression]
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
) Hyperkalemia
) Solution for )
S [Hyperkalaemia]
injection ]
CMUH110- 2306JPNO0O |Followup Hyperkalemia
37. 2023/6/12 #3) ] 23 [ A
REC3-102 6679 15 [Hyperkalaemia]
CISPLATIN
Hyperkalemia
(7902 STUDY) ]
) ) [Hyperkalaemia]
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 10 * 19 p
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)

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

) Solution for

injection o )
aspiration pneumonia
#3) ) o
[Pneumonia aspiration]
OXALIPLATIN
Liver Function Test result
(7902 STUDY) ) ) )
CMUH110- 2307KORO |Followup o elevation [Liver function
2023/7/21 (oxaliplatin)
REC3-102 11329 7 o test increased]
Injection
Atrial fibrillation with
#4) ) )
rapid V-rate [Atrial
5-FLUOROUR o
fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEVOLEUCOV
ORIN (7902
STUDY)

(levoleucovorin)

Injection

112 # 10 * 19 p ¥ 49 F 0 £ 64
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39.

CMUH110-
REC3-102

2023/5/23

2306FRAQ
06137

Followup
3

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

INTERSTITIAL LUNG
DISEASE [Interstitial lung

disease]

1.3

112 # 10 * 19 p
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO |Followup Injection Pneumonia [Pneumonia]
REC3-102 202314729 01926 9 #3) pneumonia [Pneumonia] L3 A
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 10 * 19 p % 51 F > ¢
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— Pt ERFL-XFREREE( PKR)
B X 2 PAR(RL
E S| A P Vit Ex I ANt Z2E s
%}{, g J] 5? B % ?En%,{ ‘;'J |5 =2 ¥ %4
#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab )
] Hyperkalemia
) Solution for )
S [Hyperkalaemia]
injection .
CMUH110- 2306JPNOO [Followup Hyperkalemia
41. 2023/6/12 #3) ) 23 | A
REC3-102 6679 16 [Hyperkalaemia]
CISPLATIN _
Hyperkalemia
(7902 STUDY) )
. . [Hyperkalaemia]
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#1) MK-7902
(lenvatinib o
deterioration of general
mesylate) .
condition [General
Capsule ]
physical health
CMUH110- 2306FRAQ |Followup #2) o
42. 2023/6/1 deterioration] 13| A
REC3-102 07468 14 PEMBROLIZU ]
Malignant Neoplasm
MAB ) ]
) Progression [Malignant
(pembrolizumab ]
) neoplasm progression]
) Solution for
injection
112 # 10 * 191 % 52 % 64 T
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)

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

) Solution for

injection o )
aspiration pneumonia
#3) ) o
[Pneumonia aspiration]
OXALIPLATIN
Liver Function Test result
(7902 STUDY) ) ) )
CMUH110- 2307KORO |Followup o elevation [Liver function
2023/7/21 (oxaliplatin)
REC3-102 11329 8 o test increased]
Injection
Atrial fibrillation with
#4) ) )
rapid V-rate [Atrial
5-FLUOROUR o
fibrillation]
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#5)
LEVOLEUCOV
ORIN (7902
STUDY)

(levoleucovorin)

Injection

112 # 10 * 19 p % 53 7 £ 64

£
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO |Followup Injection Pneumonia [Pneumonia]
REC3-102 202314129 01926 10 #3) pneumonia [Pneumonia] LA
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 10 » 19 p "
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CRFFASEURFRALIARLAEY 23 ALR 4
-~ F-LloERFL-XBEEREL(C BR)
B X 2 PAR(RL
AE R |FAP D Vo E R 3 AF @ R e
5 f 9 L | Wl I
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
CMUH110- 22061 TAOO [Followup
45, 2022/5/13 #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 29 ]
CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#1) MK-7902
(lenvatinib o
deterioration of general
mesylate) .
condition [General
Capsule ]
physical health
CMUH110- 2306FRAQ |Followup #2) o
46. 2023/6/1 deterioration] 13| A
REC3-102 07468 15 PEMBROLIZU ]
Malignant Neoplasm
MAB ) ]
) Progression [Malignant
(pembrolizumab ]
) neoplasm progression]
) Solution for
injection

112 # 10 * 19 p
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471.

CMUH110-
REC3-102

2023/1/16

2301HUNO
05855

Followup
12

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
LEVOLEUCOV
ORIN (7902
STUDY)
(levoleucovorin)
Injection
#4)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Immune related
pancreatitis
[Immune-mediated

pancreatitis]

2.3

112 # 10 * 19 p
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48.

CMUH110-
REC3-102

2023/6/12

2306JPNOO
6679

Followup
17

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hyperkalemia
[Hyperkalaemia]
Hyperkalemia
[Hyperkalaemia]
Hyperkalemia

[Hyperkalaemia]

2.3

112 # 10 * 19 p
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49,

CMUH110-
REC3-102

2023/6/12

2306JPNOO
6679

Followup
18

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Hyperkalemia
[Hyperkalaemia]
Hyperkalemia
[Hyperkalaemia]
Hyperkalemia

[Hyperkalaemia]

2.3

112 # 10 * 19 p
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CRFFASEURFRALIARLAEY 23 ALR 4
-~ F-LloERFL-XBEEREL(C BR)
B X 2 PAR(RL
AE R |FAP D V5B 3 AF @ R ER
g |6 EX T N
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
LEUCOVORIN
(7902 STUDY)
(Leucovorin) immune-induced
CMUH110- 2309FRAQ |Followup Injection pneumonitis
50. 2023/8/4 _ 23 | A
REC3-102 08914 1 #3) [Immune-mediated lung
OXALIPLATIN disease]
(7902 STUDY)
(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
LAZERTINIB
CMUH109- 202204505 |follow up 1) PNEUMONITIS
51. 2022/4/19 AMIVANTAM 13 ( A
REC3-168 38(24) 24 2) DIARRHEA
AB
1) MYOCARDIAL
LAZERTINIB INFARCTION
CMUH109- 202209319 |follow up
52. 2022/9/13 AMIVANTAM | 2) CORONARY HEART | 123 | A
REC3-168 83(11) 11
AB DISEASE
3) HEART RUPTURE
1) MASSIVE
CMUH109- 202305190 |follow up| LAZERTINIB PULMONARY
53. 2023/5/7 1234 A
REC3-168 79(5) 5 OSIMERTINIB | THROMBOEMBOLISM
2) HEART FAILURE

112 # 10 * 19 p
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“F-LlZERFL-XFRERES(C BR)
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1) MASSIVE
CMUH109- 202305190 [follow up| LAZERTINIB PULMONARY
54, 2023/5/7 1234 A
REC3-168 79(8) 8 OSIMERTINIB | THROMBOEMBOLISM
2) HEART FAILURE
CMUH109- 202307618 LAZERTINIB
55. 2023/7/20 Initial 1) PNEUMONITIS 23 | A
REC3-168 66(0) OSIMERTINIB
CMUH109- 202307618 [follow up| LAZERTINIB
56. 2023/7/20 1) PNEUMONITIS 23 | A
REC3-168 66(1) 1 OSIMERTINIB
CMUH109- 202307618 [follow up| LAZERTINIB
57. 2023/7/20 1) PNEUMONITIS 23 | A
REC3-168 66(2) 2 OSIMERTINIB
CMUH109- 202307618 |follow up| LAZERTINIB
58. 2023/7/20 1) PNEUMONITIS 23| A
REC3-168 66(3) 3 OSIMERTINIB
CMUH109- 202105167 [follow up| LAZERTINIB 1) INTERSTITIAL
59. 2021/5/6 123 | A
REC3-168 22(14) 14 | OSIMERTINIB PNEUMONIA
LAZERTINIB
CMUH109- 202105482 [follow up
60. 2021/5/22 AMIVANTAM | 1) SUDDEN DEATH 21 A
REC3-168 66(9) 9
AB
1) PULMONARY
THROMBOEMBOLISM
2) WORSENING OF
LAZERTINIB
CMUH109- 202112356 [follow up PERICARDIAL
61. 2021/12/12 AMIVANTAM 13| A
REC3-168 71(25) 25 B EFFUSION
3) CANCER PAIN
4) GLUTEAL MUSCLE
TEAR
CMUH109- 202201545 [follow up| LAZERTINIB
62. 2022/1/26 1) CARDIACARREST | 12 | A
REC3-168 73(6) 6 OSIMERTINIB
1) FATIGUE
LAZERTINIB 2) RESPIRATORY
CMUH109- 202208650 |follow up
63. 2022/7/1 AMIVANTAM FAILURE 23 | A
REC3-168 40(18) 18
AB 3) RESPIRATORY
INFECTION
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1) FATIGUE
LAZERTINIB 2) RESPIRATORY
CMUH109- 202208650 follow up
64. 2022/7/1 AMIVANTAM FAILURE 23| A
REC3-168 40(20) 20
AB 3) RESPIRATORY
INFECTION
CMUH109- 202210371 [follow up| LAZERTINIB
65. 2022/8/17 1) PASSED AWAY 1 A
REC3-168 24(5) 5 OSIMERTINIB
1) IN-HOSPITAL
PNEUMONIA
CMUH109- 202306566 [follow up| LAZERTINIB 2) PNEUMONIA
66. 2023/6/22 123 A
REC3-168 70(9) 9 OSIMERTINIB | 3) THROMBOEMBOLIC
EVENT
4) DYSPNEA
CMUH109- 202309061 LAZERTINIB |1) RIGHT LOWER LIMB
67. 2023/8/2 Initial 23| A
REC3-168 80(0) OSIMERTINIB| VEIN THROMBOSIS
CMUH109- 202309061 [follow up| LAZERTINIB |1) RIGHT LOWER LIMB
68. 2023/8/2 23| A
REC3-168 80(1) 1 OSIMERTINIB| VEIN THROMBOSIS
1) RIGHT LOWER LIMB
VEIN THROMBOSIS 2)
CMUH109- 202309061 [follow up| LAZERTINIB
69. 2023/8/2 THROMBOSIS OF 23 | A
REC3-168 80(4) 4 OSIMERTINIB
RIGHT LOWER LIMB
ARTERY
1) RIGHT LOWER LIMB
VEIN THROMBOSIS 2)
CMUH109- 202309061 [follow up| LAZERTINIB
70. 2023/8/2 THROMBOSIS OF 23 | A
REC3-168 80(8) 8 OSIMERTINIB
RIGHT LOWER LIMB
ARTERY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 _
71. 2022/11/20 follow up| Relatlimab | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 _
72. 2022/11/20 follow up| Relatlimab | MYASTHENIAGRAVIS | 23 [ A
REC3-185 4

2) MYOPATHY
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1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB,;
73. 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 NIVOLUMAB
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
74, 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 NIVOLUMAB
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
75. 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 NIVOLUMAB
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
76. 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 NIVOLUMAB
2) MYOPATHY
[iR] RRTIH -
2 G #F f# }1 i i IE %‘ ﬁ
P&
(¥ i " ¥ 7.3
A% § % S FER G
(e % 2B4F2]
*xoh e AL 0 M6223
*E rMIFLPEF 110# 08" 15p £ 111 # 08 % 14
CMUH111-REC3-098 a4 2
*R % % 4L © Avelumab (Bavencio)
*E rMFLHF 111 E03 % 23p 3 112 #0317 22
2
(GEIEIEIEE TS |
oy e | Y% ZE S LA Blinatumomab
" _ 1 s 7
CMUHL10-REC3-237 ek * rMAFL MR 1202301 % 01 p % 2023 # 06 * 30
2
[ 28 % >4+ ] MOR208
_SUSARS _Blinded_31-Jan-2023 to 30-Jul-2023_SUSAR
CMUH110-REC3-049 FL R OMLL 4 =
ke FE | ash # g L4 0 MOR208
*E rMEFL YR 120232012 31 p 1 2023 & 07
30 p
CMUH112-REC3-002 cgmgg | L7 7 wiami o]
R TR e 5 0 2023 09 1 22 9
[#]
CMUH111-REC3-174 HiRik | BS%RRT § L8
W< A p P 3475-U06 4830 Arm Closure_22-Sep-23
oy o | [%F 2pEEE]
- - 1
CMUH111-REC3-010 F= *5 & DSUR Executive Summary AZD4573 05 September
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*p #p : 05 September 2023
*5< & @ Safety Review Committee Decision
*p # : 08Sep2022
[ i dfed o]
*e A 1 28 July 2023
*p #p 1 28 July 2023

CMUH111-REC3-213

[z % 2pdp2]
¥ 241 ARV-471 (PF-07850327)
Z rMAR2HRFI2022 & 06 7 07 p-2023 # 06 % 06 p

CMUH109-REC3-092

[ % 2pdp2]

*i#% % ¢+ 4L BYL719 SUSAR listing

o MMAFA W C111 #0400 0lp & 11203 31
P

CMUH107-REC3-134

[DSMB /2% )
*AcRE P 111 050 11 p

10.

CMUH109-REC3-013

(% 244 ]

*R % E 4 LA ¢ Venetoclax

*E ML HRE 11 E 118 29p 3 112+ 05 7 28
P

11.

CMUH110-REC3-194

v AR

CETEFYETS!
*:k5 % 4 £ 4 © YHO03
*p# 111106 23p % 112& 06" 22 p

12.

CMUH109-REC3-160

iR ik

[z 24dr 4]

*: 5% ¥ 4 L4 - Durvalumab (MEDI4736)

*F rMEFLHHF 109# 07 0 13 p 3 110 # 01 * 12
p

*:&% # 4 ¢ 4L : Durvalumab (MEDI4736)

*F rMEFELHPF 110£01 " 13p 2 110 & 07 * 12
2

*:5% % 4 L - Durvalumab (MEDI4736)

*E rMIFLHREF 110& 07 7 13p 3 111 & 01 ¢ 12
p

*:85% % 4 L4 : Durvalumab (MEDI4736)
*FrMEFLHPF L1 £ 01 13p 3 111 & 07 * 12
2

*:&% % ¢ 4L © Durvalumab (MEDI4736)

*E rMIFLHREF 111 #0702 13p 3 112 & 01 ¢ 12
2

*:% %4 ¢ 4L : Durvalumab (MEDI4736)

*H AMEFELHF 1122017 13p 2 112 & 047 30
p

13.

CMUH111-REC3-005

R

[z % 2pdp2]

*iko% F 44 0 MRNA-1345

* pMAR A WY 12023 £ 02% 19p % 2023 & 08 *
18 p

14.

CMUH108-REC3-060

¥ 7

(2% 2144 ]
*R % & L4 © ACE536(luspatercept)
*F APELHE
DSUR: 2022 # 6 * 25 p-2023 &= 06 * 24 p
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