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#1) MK-7339
CMUH108- 2303JPNOO |Followup #2) ) )
1. 2023/3/17 Sepsis [Sepsis] 2,3 A
REC2-059 7117 5 PEMBROLIZU
MAB
#1)
PEMBROLIZU Thrombocytopenia
MAB [Thrombocytopenia]
CMUH108- 2012BRAO |Followup #2) Neutropenia [Neutropenia]
2. 2020/12/25 1231 A
REC2-059 12210 31 PEMETREXED Malignant neoplasm
#3) progression [Malignant
CARBOPLATI | neoplasm progression]
N
#1)
PEMBROLIZU ]
Thrombocytopenia
MAB ]
[Thrombocytopenia]
CMUH108- 2012BRAO |Followup #2) ]
3. 2020/12/25 Malignant neoplasm 1,23 A
REC2-059 12210 32 PEMETREXED ) )
progression [Malignant
#3) .
neoplasm progression]
CARBOPLATI
N
#1) MK-7339
CMUH108- 2303JPNO0O |Followup #2) ) ]
4, 2023/3/17 Sepsis [Sepsis] 23| A
REC2-059 7117 6 PEMBROLIZU
MAB
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B XM (FELEH
M | FA R g ) TRES 7 AF @ B R
B 2 S5 )
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ) )
haemolytic anaemia]
CMUH109- 2202JPNO0O |Followup #2) o
5. 2022/2/8 Hyperthyroidism 131 A
REC2-158 2881 17 PEMBROLIZU H yroidism
yperthyroidism
MAB
Adrenal insufficiency
[Adrenal insufficiency]
Upper digestive tract
#1) MK-7902 PP _g
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
6. 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 2 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Paralytic ileus [lleus
#1) MK-7902 _
paralytic]
#2)
Nausea [Nausea]
PEMBROLIZU _ _
diarrhea [Diarrhoea]
MAB _ _
CMUH109- 22091TAQO |Followup Septic shock [Septic
7. 2022/8/29 #3) 1231 A
REC2-158 1510 21 shock]
CAPECITABIN
. DECREASED
POTASSIUM [Blood
#4) )
potassium decreased]
OXALIPLATIN )
Fever [Pyrexia]
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) . .
CMUH109- 2303ISR00 |Followup cardiac toxicity
8. 2023/3/26 LEUCOVORIN ) o 131 A
REC2-158 9490 3 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
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B 2 S5 )
Upper digestive tract
#1) MK-7902 PP 'g
bleeding [Upper
CMUH109- 2302COLO |Followup #2)
9. 2023/2/1 gastrointestinal 131 A
REC2-158 00869 3 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Paralytic ileus [lleus
#1) MK-7902 )
paralytic]
#2)
Nausea [Nausea]
PEMBROLIZU
diarrhea [Diarrhoea]
MAB
CMUH109- 22091TAQO |Followup Septic shock [Septic
10. 2022/8/29 #3) 1,23 A
REC2-158 1510 22 shock]
CAPECITABIN
. DECREASED
POTASSIUM [Blood
#4)
potassium decreased]
OXALIPLATIN
Fever [Pyrexia]
Upper digestive tract
#1) MK-7902 Ppereig
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
11. 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 4 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
Upper digestive tract
#1) MK-7902 Pper ig
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
12, 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 5 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
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~F-LlCERF-CXFREREL(C 2R
B XM (FELEH
M | FA R g ) TRES 7 AF @ S5 |25
B 2 S5 )
#1)
PEMBROLIZU
MAB Other Serious Criteria:
#2 ) MK-7902 Medically Significant
#3) Anaphylaxis [Anaphylactic
CMUH109- 2212CHLO |Followup
13. 2022/12/7 OXALIPLATIN reaction] 137 A
REC2-158 03823 25
#4) malignant neoplasm
LEUCOVORIN| progression [Malignant
#5) neoplasm progression]
5-FLUOROUR
ACIL
#1)
CMUH109- 2305CHNO PEMBROLIZU | Intracranial hemorrhage
14. 2023/5/12 Initial ) ] 23 | A
REC2-158 04756 MAB [Haemorrhage intracranial]
#2 ) MK-7902
Upper digestive tract
#1) MK-7902 _
bleeding [Upper
CMUH109- 2302COLO0 |Followup #2) ) )
15. 2023/2/1 gastrointestinal 1,3 A
REC2-158 00869 6 PEMBROLIZU
haemorrhage]
MAB
Delirium [Delirium]
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) o
CMUH109- 2303ISR00 |Followup cardiac toxicity
16. 2023/3/26 LEUCOVORIN ) o 131 A
REC2-158 9490 4 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
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Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ] )
haemolytic anaemia]
CMUH109- 2202JPNO0O |Followup #2) o
17. 2022/2/8 Hyperthyroidism 131 A
REC2-158 2881 18 PEMBROLIZU H yroidism
yperthyroidism
MAB
Adrenal insufficiency
[Adrenal insufficiency]
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
18. 2023/5/12 ) ) 23| A
REC2-158 04756 1 MAB [Haemorrhage intracranial]
#2 ) MK-7902
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
19. 2023/5/12 ) ) 23| A
REC2-158 04756 2 MAB [Haemorrhage intracranial]
#2 ) MK-7902
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) . .
CMUH109- 2303ISR00 |Followup cardiac toxicity
20. 2023/3/26 LEUCOVORIN ) o 131 A
REC2-158 9490 5 [Cardiotoxicity]
#4)
OXALIPLATIN
#5)
5-FLUOROUR
ACIL
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21,

CMUH109-
REC2-158

2022/12/15

2212USAO0 |Followup
06951 8

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

Gastric bleed [Gastric
haemorrhage]
Generalized Muscle
Weakness [Muscular

weakness]

1,3

22,

CMUH109-
REC2-158

2023/3/26

2303ISR00 |Followup
9490 6

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

cardiac toxicity

[Cardiotoxicity]

1,3

23.

CMUH109-
REC2-158

2022/12/15

2212USA0
06951 9

Followup

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

Gastric bleed [Gastric
haemorrhage]
Generalized Muscle
Weakness [Muscular

weakness]

1,3
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#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) Digestive tract bleeding
CMUH109- 2302ARGO |Followup
24. 2023/2/7 OXALIPLATIN [Gastrointestinal 131 A
REC2-158 03128 8
#4) haemorrhage]
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#1)
OXALIPLATIN |Acute kidney injury [Acute
#2) kidney injury]
CMUH109- 2211ARGO |Followup o )
25. 2022/11/24 LEUCOVORIN| Digestive tract bleeding | 1,3 A
REC2-158 08422 17 ) )
#3) [Gastrointestinal
5-FLUOROUR haemorrhage]
ACIL
Asthenia [Asthenia]
Dyspnea [Dyspnoea]
Probable stroke
[Cerebrovascular accident]
#1) IMAB362
) Inferior limb bilateral
(Zolbetuximab) )
) venous thrombosis [Venous
Solution for
thrombosis limb]
Infusion
Inflammatory syndrome
CMUH108- 2023US008 #2) i 2
26. 2023/3/1 FU1 [Inflammation] A
REC2-014 000 ABRAXANE ) ) 3~7
Leucopenia [Leukopenia]
(PACLITAXEL
Depressed level of
ALBUMIN) )
) consciousness [Depressed
Solution for
level of consciousness]
Infusion
Anorexia [Decreased
appetite]
Renal failure [Renal
failure]
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Probable stroke
[Cerebrovascular accident]
Asthenia [Asthenia]
Dyspnea [Dyspnoea]
#1) IMAB362
) Inferior limb bilateral
(Zolbetuximab) ]
) venous thrombosis [Venous
Solution for
) thrombosis limb]
Infusion
Inflammatory syndrome | 1~
CMUH108- 2023US008 #2) i
27. 2023/3/1 FU2 [Inflammation] 2~ A
REC2-014 000 ABRAXANE ] ]
Leucopenia [Leukopenia] |3 ~ 7
(PACLITAXEL
Depressed level of
ALBUMIN) ]
) consciousness [Depressed
Solution for ]
) level of consciousness]
Infusion ]
Anorexia [Decreased
appetite]
Renal failure [Renal
failure]
Probable stroke
[Cerebrovascular accident]
Asthenia [Asthenia]
Dyspnea [Dyspnoea]
#1) IMAB362
) Inferior limb bilateral
(Zolbetuximab) )
) venous thrombosis [Venous
Solution for o
thrombosis limb]
Infusion
Inflammatory syndrome | 1~
CMUH108- 2023US008 #2) i
28. 2023/3/1 FU3 [Inflammation] 2~ A
REC2-014 000 ABRAXANE _ _
Leucopenia [Leukopenia] |3 ~ 7
(PACLITAXEL
Depressed level of
ALBUMIN) )
) consciousness [Depressed
Solution for )
level of consciousness]
Infusion
Anorexia [Decreased
appetite]
Renal failure [Renal
failure]
112 # 07 * 05 p % 39 F > x 53 F
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#1) IMAB362
(Zolbetuximab) Progressive disease
Solution for [Malignant neoplasm
Infusion progression]
CMUH108- 2022US039 #2) Hyperbilirrubinemia 1-
29. 2022/11/4 FUl A
REC2-014 953 GEMCITABIN | [Hyperbilirubinaemia] |3 ~7
E Metabolic encephalopathy
(GEMCITABIN [Metabolic
E) Solution for encephalopathy]
Infusion
Probable stroke probably
due to his pancreatic
adenocarcinoma
[Malignant neoplasm
#1) IMAB362 _
. progression]
(Zolbetuximab)
. Probable stroke probably
Solution for ) )
due to his pancreatic
Infusion .
adenocarcinoma 1-
CMUH108- 2023US008 #2) )
30. 2023/3/1 FU4 [Cerebrovascular accident] | 2 ~ A
REC2-014 000 ABRAXANE
Asthenia [Asthenia] 3~7
(PACLITAXEL
Dyspnea [Dyspnoea]
ALBUMIN)
Inferior limb bilateral
Solution for
venous thrombosis [Venous
Infusion
thrombosis limb]
Inflammatory syndrome
[Inflammation]
Leucopenia [Leukopenia]
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White blood cell decreased
[White blood cell count
decreased]

Death due to disease
progression [Malignant
neoplasm progression]
Platelet count decreased

[Platelet count decreased]
#1) IMAB362 )
] Neutrophil count decreased
(Zolbetuximab) .
) [Neutrophil count
Solution for
) decreased]
Infusion . )
Neutropenic fever [Febrile
CMUH108- 2020US012 #2) )
31. 2020/4/1 FU11 neutropenia] 1-3|] A
REC2-014 410 ABRAXANE
Encephalopathy
(PACLITAXEL
[Encephalopathy]
ALBUMIN)
) Stroke [Cerebrovascular
Solution for ]
) accident]
Infusion ]
Thromboembolic event
(PE) [Pulmonary
embolism]
Blood and lymphatic
system disorders (Drug
induced TMA)
[Thrombotic
microangiopathy]
#1) IMAB362
(Zolbetuximab)
Solution for )
) Oral intake problem
Infusion H hagial
ypophagia
CMUH108- 2023US012 #2) ] ]
32. 2023/4/19 FU2 Sepsis [Sepsis] 1-3] A
REC2-014 460 ABRAXANE
Nausea [Nausea]
(PACLITAXEL Vomiting [Vormiting]
'omiting [Vomiting
ALBUMIN)
Solution for
Infusion
112 # 07 *» 05 p Y I
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#1) IMAB362
(Zolbetuximab)
Solution for _
Oral intake problem
Infusion H hagia]
ypophagia
CMUH108- 2023US012 #2) ] )
33. 2023/4/19 FU3 Sepsis [Sepsis] 1-31 A
REC2-014 460 ABRAXANE
Nausea [Nausea]
(PACLITAXEL Vomiting [Vormiting]
omiting [Vomiting
ALBUMIN)
Solution for
Infusion
#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
CMUH108- 2023US012 #2) Sepsis [Sepsis]
34. 2023/4/19 FU4 _ ) 1-3
REC2-014 460 ABRAXANE Dyspepsia [Dyspepsia]
(PACLITAXEL
ALBUMIN)
Solution for
Infusion
#1) IMAB362
(Zolbetuximab) ) )
) Dyspepsia [Dyspepsia]
Solution for ] )
) Sepsis [Sepsis]
Infusion ) ]
CRP increased [C-reactive
CMUH108- 2023US012 #2) o
35. 2023/4/19 FU5 protein increased] 1-31 A
REC2-014 460 ABRAXANE
Procalcitonin (PCT)
(PACLITAXEL ] o
elevation [Procalcitonin
ALBUMIN) ]
) increased]
Solution for
Infusion

112 # 07 *» 05 p




Y RFFA 5“%&?F THRELREF-FALR 4
~F-LlCERF-CXFREREL(C 2R
B & 23R (3R L5
e | FAp Y g j T RER dAE % |k
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#1) IMAB362
(Zolbetuximab) ) ]
Dyspepsia [Dyspepsia]
Solution for _ )
] Sepsis [Sepsis]
Infusion ) )
CRP increased [C-reactive
CMUH108- 2023US012 #2) o
36. 2023/4/19 FU6 protein increased] 1-3|] A
REC2-014 460 ABRAXANE o
Procalcitonin (PCT)
(PACLITAXEL ) o
elevation [Procalcitonin
ALBUMIN) )
. increased]
Solution for
Infusion
#1) IMAB362
(Zolbetuximab)
Solution for
Infusion
CMUH108- 2023US016 #2) Myelosuppression
37. 2023/3/22 INITIAL ) 1 A
REC2-014 111 ABRAXANE [Myelosuppression]
(PACLITAXEL
ALBUMIN)
Solution for
Infusion
#1) IMAB362
(Zolbetuximab) ] )
) Sepsis [Sepsis]
Solution for ) )
) Dyspepsia [Dyspepsia]
Infusion } ]
CRP increased [C-reactive
CMUH108- 2023US012 #2) o
38. 2023/4/19 FU7 protein increased] 1-31 A
REC2-014 460 ABRAXANE o
Procalcitonin (PCT)
(PACLITAXEL ] o
elevation [Procalcitonin
ALBUMIN) ]
) increased]
Solution for
Infusion

112 # 07 *» 05 p




PAFFEEARF R
1L-ERY-=

—

-F-

$amal
=

34 4 5

£ ¥

“FELR ¢
R (L $R)

* €

AP

RE e
2+ gL

SIS
¥y

=,

= -

Al
o
!

3 A

Fip

39.

CMUH108-
REC2-014

2023/3/22

2023US016
111

FUl

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

Infusion

Myelosuppression

[Myelosuppression]

40.

CMUH108-
REC2-014

2023/3/22

2023US016
111

FU2

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

Infusion

Myelosuppression

[Myelosuppression]

41.

CMUH109-
REC2-137

2023/1/23

2023P0069
04

Initial

Xarelto +
Acetylsalicylic
Acid

Death

42.

CMUH109-
REC2-137

2023/1/4

2023A0117
46

Initial

Xarelto +
Acetylsalicylic
Acid

Sudden cardiac death

43.

CMUH109-
REC2-137

2023/1/4

2023A0117
46

follow up
1

Xarelto +
Acetylsalicylic
Acid

Sudden cardiac death
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44,

CMUH109-
REC2-155

2023/3/31

2304ROUO
00445

Followup

5

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

Neutropenia

45.

CMUH109-
REC2-155

2023/5/12

2305CHNO
04740

Initial

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

Electrolyte imbalance

46.

CMUH109-
REC2-155

2023/5/12

2305CHNO
04740

Followup

1

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

Electrolyte imbalance

112 # 07 *» 05 p
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#1) MK-3475
Study (Code not
broken)
#2)
g7, | M09 | g sypp | 230°CHNO Followup) S-FLUOROUR Electrolyte imbalance | 2 | A
REC2-155 04740 2 ACIL FOR
JAPAN
#3)
CISPLATIN
FOR JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
48. CMURLOS- 2023/5/12 2305CHNO Followup| 5-FLUOROUR Electrolyte imbalance 2 A
REC2-155 04740 3 ACIL FOR
JAPAN
#3)
CISPLATIN
FOR JAPAN
Blinded study
CMUH108- CLO-2022- [follow up product
49, 2022/10/4 Myelodysplastic syndrome| 2 A
REC2-149 001101 1 1. Nivolumab
2. Rucaparib
Blinded study
50. CMURLOS- 2022/1/3 CLO-2022-follow up product Acute myeloid leukaemia | 1 A
REC2-149 000013 5 1. Nivolumab
2. Rucaparib
112 # 07 * 05 p % 46 F o % 53 |
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51.

CMUH111-
REC2-084

2023/3/26

2303ISR01
0147

2

Followup

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Minor ischemic stroke

[Ischaemic stroke]

2.3

52.

CMUH111-
REC2-084

2022/12/7

2212ESP0O0
6841

5

Followup

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

BILATERAL
PULMONARY

THROMBOEMBOLISM

[Pulmonary embolism]

112 # 07 *» 05 p




Y RFFA 5“%&?F THRELREF-FALR 4
~F-LlCERF-CXFREREL(C 2R
B XM (FELEH
M | FA R g ) TRES 7 AF @ S5 |25
5 2+ ML &
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2) BILATERAL
CMUH111- 2212ESPOQ0|Followup| ENFORTUMA PULMONARY
53. 2022/12/7 2 A
REC2-084 6841 6 B VEDOTIN | THROMBOEMBOLISM
(3475 [Pulmonary embolism]
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Stevens-Johnson syndrome
CMUH111- 2205USAO0 |Followup [ ENFORTUMA
54. 2022/5/4 [Stevens-Johnson 23 [ A
REC2-084 02162 12 B VEDOTIN
syndrome]
(3475
SOLUTION
FOR
INJECTION
STUDY)
LIFE THREATENING
CMUH109- Follow
55. 2022/7/21 | 3146610 RO7092284 HEMORRHAGIC 23 | A
REC2-195 up 6
SHOCK
THORACIC LIFE THREATENING
CMUH109- Follow
56. 2022/7/21 | 3146610 VERTEBRA HEMORRHAGIC 23 | A
REC2-195 up 6
FRACTURE SHOCK
CMUH109- Follow ASPIRATION
57. 2022/7/21 | 3146610 R0O5541267 23 | A
REC2-195 up 7 PNEUMONIA
CMUH109- Follow ASPIRATION
58. 2022/7/21 | 3146610 RO7092284 23 | A
REC2-195 up 7 PNEUMONIA

112 # 07 *» 05 p




‘RFEA 5“%&?F TRRLR§F-FLR§
-~ F-LloERF-SXBREHREL(C BR)
B X AR | FELH
M | FA R g ) TRES 7 AF @ S5 |25
5 2+ ML &
CMUH109- . Life threatening
59. 2022/10/26 | 3236482 | Initial R0O5541267 23 | A
REC2-195 HYPEREOSINOPHILIA
CMUH109- Life threatening
60. 2022/10/26 | 3236482 | Initial RO7092284 23 | A
REC2-195 HYPEREOSINOPHILIA
LIFE THREATENING
HYPEREOSINOPHILIA
CMUH109- Follow
61. 2022/10/26 | 3236482 R0O7092284 (downgraded), LIFE 23 | A
REC2-195 up 1
THREATENING WIDAL
SYNDROME
LIFE THREATENING
HYPEREOSINOPHILIA
CMUH109- Follow
62. 2022/10/26 | 3236482 R0O5541267 (downgraded), LIFE 23 | A
REC2-195 up 1
THREATENING WIDAL
SYNDROME
HEPATIC CYTOLYSIS,
CMUH109- Follow
63. 2022/7/21 | 3146610 R0O7092284 TRANSAMINASES 23| A
REC2-195 up 10
INCREASED
HEPATIC CYTOLYSIS,
CMUH109- Follow
64. 2022/7/21 | 3146610 RO5541267 TRANSAMINASES 2,3 A
REC2-195 up 10
INCREASED
TR
QR #F i# }i‘ is 1 IE % ﬁ
i
. 7
B > § ¥t e FHEN G
[z8= 2142 ]
*#% %4 LA - Elranatamab
*E ppHAFLYPF 11 £ 092 27p 3 112#£03 % 26
1. CMUH111-REC2-007 gL 2
*Eo%k ¥4 L4 - POMALIDOMIDE
* pMEFLHF 111208 08p 3 112# 02 * 07
2
[Tk @ F ziRe#EP 3]
*»cHpp 2023 & 40 24 pA=q 2025 & 40 24 p )b o
MUH106-REC2-057
2. CMU 06 C2-05 [f&ﬂ“ Pé"%% F‘ = ]g_xﬁ/)&pq 4 ]
R | 2021&-4“24}9{;2023349 24 p i+ o
. | (lrraprap]
- - d
3. | CMUH108-REC2-002 FLR g s i 13

112 # 07 *» 05 p




TRFFAETEHRFRFIGRLREF - FALR ¢

S F-L-ERF B A EBRESC BR)
2L
pn|  rgen | JE TTIY
*pHp 1112 F 04 % 26 P
[He])] 2L
*n % @ Summary of Changes_version 13.0
*pHp:112 £ 04 % 26 P
[H&] B sp &
*n % ¢ Melflufen Investigator’s Brochure edition 13
HARP AP RLFR
*p Hp:112 # 05 % 04 p
[#6] R wm s
*n % : Review of the Master Informed Consent Lp? 4 3% 4
TP RLPFANEICFZF 2T L A7
*p #p:112 £ 05 2 04 p
[ < 2H4F2 ]
4. | CMUH111-REC2-106 o :;f%% i :p i E.fgartigimod (ARGX-113)
X rMHIFL R
23-Sep-2022 to 22-Mar-2023
[ =% 2144 ]
vrs | ¥R ¥ P L4 Efgartigimod (ARGX-113)
5. CMUH111-REC2-107 YR g AR R
23-Sep-2022 to 22-Mar-2023
[ < 2H4F2 ]
6. CMUH108-REC2-169 HiRAR | R EY ¢4 0 MK-3475 Pembrolizumab
*% 2MIFLHEF 0 04 Sep 2022 - 03 Mar 2023
[ < 2H4F2 ]
sy | B E Y 4L Durvalumab (MEDI4736)
7. | CMUHIO7T-RECZ-14L | 88045 | s pdpa i 111 £ 077 135 3 112 01 7 12
2
(GEIEIEICE TS |
3 I *R % % LA Cenerimod
' = *E rMEAFL R 1112112 08p 2 112 F 05 % 07
CMUH112-REC2-072 P
(GEIEFICE XS
*:x ek # 4 7 L Risankizumab
9. | CMUHI06-REC2-126 FEF g }_'tti?%g@ 2022 # 09" 26 p I 2023 & 03 !
25 p
[z 2irdp4 ]
ol ana | FEEE L L 4L 0 RSVPreF3+ASOLE
10. | CMUH109-REC2-191 FRP ey sppamm 11 £110 01p 3 112# 040 30
p
[ 8<% 2432 ]
*R % & L Zolbetuximab (IMAB362)
*E rMEAFLHEF 12020 057 07 p % 2021 & 05 *
06 p (DSUR 10th)
(GEIEIEICEES |
11. | CMUH108-REC2-014 v AR | %%k E 4 AL 1 Zolbetuximab (IMAB362)

*% ML YR 12021 # 052 07 p 1 2022 & 05
06 p (DSUR 11th)

(2% 2pdp4 ]

*R5% # 4 4L ¢ Zolbetuximab (IMAB362)

*E rMAFELHRF 20232020 07 p I 2023 & 05 7

112 # 07 *» 05 p
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TRFFAETEHRFRFIGRLREF - FALR ¢

-F-LtZER¥%

S %3 h R LS RR)

BB

* § E

V&
i

I

06 P (SUSAR LineListing)

12.

CMUH111-REC2-153

it
|~
I

PHREHE 2PFL

- JNJ-64407564 (talquetamab) Development Safety Update
Report No. 6 Executive Summary; Period Covered: 7 April
2022 to 6 April 2023

- JNJ-64407564 (talquetamab) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARS);
PERIOD COVERED BY THIS REPORT:

7 October 2022 to 6 April 2023

13.

CMUH108-REC2-088

i
|

*5= & : DSMB Recommentation Letter
*p #p 12021 F 11 % 02 p

14.

CMUH109-REC2-155

ik

(EE IR YR

*:R% ¥ AL MK-3475 Pembrolizumab

*E rPAFLHRF 20222090 04p T 2023 & 03 7
03 p

15.

CMUH104-REC2-102

=i

[{ATadr 0]

* A&t Ipilimumab

*p 111 #03% 23p

(A7 145 4 P wigér]

*5x A& ¢ Ipilimumab V26 addendum 01

*pE 112 #0400 24 p

[ < 2H4F2 ]

*E % % AL Nivolumab

*E rMHFLYPRF L1 E07 2 04p 3 112+ 017 03
p

[ < 2H4F2 ]

*Re # i LAL ¢ Ipililumab

*E rMFLYRF 111 #1002 02p T 112 # 04 7 03
p

16.

CMUH111-REC2-138

[Rezhztrpaps] 2685
1. INCMGAO00012_SUSAR LL_24Sep2022 to 23Mar2023
2. INCAGN02385 SUSAR LL_22Sep2022 to 21Mar2023

17.

CMUH111-REC2-193

[z % 2142 ]
RSB LA GS-5245
X ML
01-Oct-2022 ~31-Dec-2022

[z >pHdp2 ]
>R E L LA T GS-5245
*E rMIRL G
01-Jan-2023~31-Mar-2023

18.

CMUH108-REC2-173

v Wk

(2% 2pdp4 ]
*Eo S LA ALKS4230
*F 2PARLYRF
1) ALKS 4230_BR
Assessment+6MLL_22-Oct-2022_to_21-Apr-2023
2) Alkermes_ALKS4230_DSUR_22 Apr 2021 to 21 Apr
2022_Site Submission
3) ALKS 4230 DSUR 7_22 Apr 2022 to 21 Apr
2023_Executive Summary
4) ALKS 4230 DSUR 7_22 Apr 2022 to 21 Apr 2023_0US

19.

CMUH107-REC2-015

iR B

[z % 2Pdp2)

112 # 07 *» 05 p
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_—F-]-_.L:_;)ig

A g b fRES( PR

BB

* g%

P&
344

FEERF

*R % F 4 LA © Tislelizumab (BGB-A317)
*E rMIFAHRE 2022012 01p 2
31 p

2023 & 01 *

20.

CMUH110-REC2-025

Gl

N
&
o

[ DSMB -3 i &)
*Adk i p 12021 & 09 % 20 p
*Adk e p 12021 & 10 * 08 p
*Ak it p g 12022 & 03 290p

[##]

Investigator PLS standard communication_14Jun2023
IEC-IRB PLS standard introduction letter 14Jun2023

21.

CMUH104-REC2-065

Lih

(2= 2144 ]

*:#% % ¢ # : Durvalumab (MEDI4736)
* rMFLHEF 1122010 13p 3
p

112 # 04 * 12

22.

CMUH111-REC2-087

(% 24dr 4]

*R 2 E ¥ AL ¢ Giredestrant

*g pMIFL PR 2022 107 03p %
02 p

*R%E P LA RO7198574

*Z rPAFLHF 2022 £ 107 06 p 1 2023 & 04 *
05 p

2023 & 04 *

23.

CMUH108-REC2-088

B iz iy

(2% 2144 ]

*R % & AL Brazikumab
*FrPEFLHPF 1N E 100 12p
P

112 # 04 * 11

24,

CMUH108-REC2-088

[5° il iz o]

*2 302 %4 p ¥ 1 01 June 2023

25.

CMUH110-REC2-119

[ g v ‘vﬁ:r[”l/; 1}1]
*% 32 e p 8 0 01 June 2023

26.

CMUH111-REC2-084

(EE IR |

*R % E P AL © MK-3475 Pembrolizumab
*E pPIFLPHF 20222090 04p 3%
03 F

2023 & 03 *

217.

CMUH111-REC2-050

USM Investigator letter :
Urgent Safety Measure related to Protocol 73763989HPB2008
in HBV infected participants, dated 22Jun2023

28.

CMUH108-REC2-155

e =

(##]

PE T

i 4R T B 129Apr2022-28Apr2023
(1.18F_Tirzepatide_LY3298176_Inv_LL_13_ (29-Apr-2022_t
0_28-Oct-2022);

2.I18F_Tirzepatide_LY3298176_Inv_LL_14 (29-Oct-2022_t
0_28-Apr-2023))

* »E

29.

CMUH111-REC2-231

[z % 244 ]
*Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) CNTO 1959 (guselkumab)
PERIOD COVERED BY THIS REPORT:13 July 2022 to 12
January 2023
*ES%k 5 LA 0 CNTO 1959 (guselkumab)

*% > M2 8 R 1 13 July 2022 to 12 January 2023

[A3k] B+ -
112 & 07 7 05 p
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