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34] REC3-220( | #c% | #%#k7ese A E TPV
‘ BT R FIH I e iR 7
#9) AL ]
CMUH111- FEEL fIr SHMES EE
e AL BrEy g o
- oo g ¥ A
35| REC3-225( | #t4 [P & B0 2t @ 7 112/11/29
#7) R 3
17 31 pemetrexed ‘5§
e L Yy 6T mie ke %
- o
36/ REC3-004( | #t? M % pemetrexed 112/12/14
) =k Lo 5T v ik @
LRt QI
[F&R] FRPH -
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BE. L
™€ YL CMUH107-REC3-103(SAE-4) EFEN | BREA 2
FRAIEA PSR e F R FRER KR | RP EIFVR
—EERZP SEPLam - B o TREHEE - RE P sk o 4
sig on g ¥aImaLdy ~ ;2 ﬁ”"k"“T X BE R A R S T SE R ﬁr;‘fi
rE e ALY EGFR B2 g2 me W R(5 =)L F > 7+ F
osimertinib # 3 f4F 45 2 (LAURA)
Eg. 2
* ¢ %% | CMUH111-REC3-021(SAE-3) | # %= 24| | kg 2%
PRIEL PP FE i P*ﬁ PEABSRET 6
VR AR 2022 # &5 p LB T

BE 3
™€ YL CMUH111-REC3-116(SAE-12) EF R KL 2R
PEAF | RATE AT LR FEER KR | P L
=I5 5P R EE A ehy 2 8PSk 0 vt i Belzutifan(MK-6482)
N 4v Pembrolizumab (MK-3475) ¥ % &4+ Pembrolizumab ¥ 2 & *» "f
FE e Wi 2 B P e T inee oy (CCRCC) 2 4 85 2 e »e 2 % 3 12
( MK-6482-022 )
EE A4
* ¢ %% | CMUH111-REC3-116(SAE-13) | #% < 4] | fd ? 2 ¥
FERALFA RRFE BT LIFE PEER KR | RMF LT
LA — I 5P SR MR A By 2 ¥ 3% 0 v % Belzutifan(MK-6482 )
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4r Pembrolizumab ( MK-3475) ¥7 =% & #]4c Pembrolizumab % 5 % 7‘%
iS22 B P e B w iz g (CCRCC) 2 885 fr 2 ey 228 % >
( MK-6482-022 )

F%. 5.
™€ YL CMUH111-REC3-116(SAE-14) EF T e 2t
PRI RANF AT F PEER KR | BB E PR
‘ﬁgﬁ“‘%p”E%ﬁmﬁiiﬂﬁ%’wﬁBWMMMMKM%)
g 4v Pembrolizumab ( MK-3475) 2% 3|4 Pembrolizumab i 5 %+~ Mf
' - iS22 B P e § w2 g (CCRCC) 2 f 85 fr i e 28 & > 14
(MK-6482-022 )
F%. 6.
€ S CMUH111-REC3-116(SAE-16) |# % = #57] | kEf 2 ¥ &
PEISL | RREF AT LFE PELE KR | RP AT
-8 5P R NI A eny 2 B iRsk o v R Belzutifan( MK-6482)
g 4v Pembrolizumab (MK-3475) £ = [ #|+: Pembrolizumab i® % £ *» %
' - Mt 2. P e T imre g (CCRCC) 2 4 84 2 e 22 % 2 |
( MK-6482-022 )
By 7.
A g ST CMUH111-REC3-128(SAE-3) FEe g | REr 2
PRI (R REBPELRARFFE RO R | R AT
MagnetisMM-6: — I8 B 2 fd ~2 2~ 5 ¢ o S REH A feand 3 B sk
o v $i Elranatamab (PF-06863135) + Daratumumab + Lenalidomide £2
- e

Daratumumab + Lenalidomide + Dexamethasone #* ** %
BB 2 RBEFTRFEF LR £ 2

T FIEE 2R,

S P R iRA RS 2R

2% (KB 1-7)
17= 2.3 4 & 3.%;2:1?5 A A fa g it £ }?a A A FRpER 4.3 =X A KA B disability
5L % MudA; 6.3 (FRLE A X :}if,‘; T 7.8 (gﬁ—%;:;i:)
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FRLEDERTIE L

112 # 12 % 14 p ¥ 32 F % 67T |




TRFFAREARFRALGRELAEFFELR ¢
—F- 1t ERFLZXFEERES(L RKR)

)3 X >R | RE A
AemE | FA P Y Vit E 5 *AEE k|
B 2 s &
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOO0[Followup| PEMBROLIZU [ Meningitis [Meningitis]
1. 2022/10/27 1231 A
REC3-116 6043 13 MAB Cerebrospinal fluid fistula
(pembrolizumab | reopening [Cerebrospinal
) fistula]
#1) MK-6482
#2) . .
Acute tubulointerstitial
CMUH111- 2211FRAO [Followup| PEMBROLIZU
2. 2022/11/16 nephritis [Tubulointerstitial[ 2.3 A
REC3-116 08745 19 MAB
) nephritis]
(pembrolizumab
)
#1) MK-6482 ] ]
42) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAQ |Followup| PEMBROLIZU ]
3. 2023/5/2 congestive] 23 [ A
REC3-116 01593 19 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab . ) ]
) lung infection [Pneumonia]
#1) MK-6482
#2) . .
Acute tubulointerstitial
CMUH111- 2211FRAO [Followup| PEMBROLIZU
4, 2022/11/16 nephritis [Tubulointerstitial[ 2.3 A
REC3-116 08745 20 MAB
) nephritis]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2305ESPO0 [Followup | PEMBROLIZU | myastheniform syndrome
5. 2023/5/5 ] 23 [ A
REC3-116 8405 8 MAB [Myasthenic syndrome]

(pembrolizumab

)

112 # 12 % 14 p
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#1) MK-6482
#2)
CMUH111- 2305ESPO0 [Followup | PEMBROLIZU | myastheniform syndrome
6. 2023/5/5 ) 23 [ A
REC3-116 8405 9 MAB [Myasthenic syndrome]
(pembrolizumab
)
#1) MK-6482
4) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU ]
7. 2023/5/2 congestive] 23 | A
REC3-116 01593 20 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab
| lung infection [Pneumonia]
#1) MK-6482
#2) .
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
8. 2023/8/20 [Haemophagocytic 23 [ A
REC3-116 08711 8 MAB o ]
) lymphohistiocytosis]
(pembrolizumab
)
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1 ) MK-6482
4) [Coagulopathy]
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ) o
9. 2023/5/11 [Acute kidney injury] 2.3 A
REC3-116 04145 16 MAB _ _ _
) Liver dysfunction [Hepatic
(pembrolizumab )
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1 ) MK-6482
#2)
Elevated liver enzymes
CMUH111- 2308ROUO0 |Followup| PEMBROLIZU
10. 2023/8/14 [Hepatic enzyme 2 A
REC3-116 09731 1 MAB

(pembrolizumab

)

increased]

112 # 12 % 14 p
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B 2 s &
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
11. 2023/4/28 [Acute kidney injury] 2.3 A
REC3-116 04145 17 MAB
) Liver dysfunction [Hepatic
(pembrolizumab
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482 ] ]
42) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU ]
12. 2023/5/2 congestive] 23 | A
REC3-116 01593 21 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab ) . ]
| lung infection [Pneumonia]
#1) MK-6482
#2)
CMUH111- 2305ESPO0 [Followup| PEMBROLIZU | myastheniform syndrome
13. 2023/5/5 ) 23 [ A
REC3-116 8405 10 MAB [Myasthenic syndrome]
(pembrolizumab
)
#1) MK-6482 o o
Diabetic ketoacidosis
#2) o o
[Diabetic ketoacidosis]
CMUH111- 2308CHNO |Followup| PEMBROLIZU ] ]
14. 2023/7/25 Fulminant type 1 diabetes | 2.3 | A
REC3-116 00526 15 MAB ) )
) [Fulminant type 1 diabetes
(pembrolizumab )
mellitus]
)
#1) MK-6482
#2) )
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
15. 2023/8/20 [Haemophagocytic 2.3 A
REC3-116 08711 9 MAB

(pembrolizumab

)

lymphohistiocytosis]

112 # 12 % 14 p
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#1) MK-6482
#2)
CMUH111- 2308FRAQ |Followup| PEMBROLIZU | acute renal failure [Acute
16. 2023/8/18 23 [ A
REC3-116 07926 7 MAB kidney injury]
(pembrolizumab
)
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
#) [Coagulopathy]
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ) o
17. 2023/4/28 [Acute kidney injury] 2.3 A
REC3-116 04145 18 MAB _ _ _
) Liver dysfunction [Hepatic
(pembrolizumab )
) function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482
#2)
CMUH111- 2308FRAO0 |Followup| PEMBROLIZU | acute renal failure [Acute
18. 2023/8/18 ) o 23 [ A
REC3-116 07926 8 MAB kidney injury]
(pembrolizumab
)
#1) MK-6482 ) ]
42) congestive heart failure
[Cardiac failure
CMUH111- 2305FRAQ |Followup| PEMBROLIZU ]
19. 2023/5/2 congestive] 23 [ A
REC3-116 01593 22 MAB ] ]
) hypoxia [Hypoxia]
(pembrolizumab ) ) ]
) lung infection [Pneumonia]
#1 ) MK-6482
#2)
ACIDOCETOSIS and
CMUH111- 2310FRAQ o PEMBROLIZU
20. 2023/10/18 Initial CONFUSION 23 [ A
REC3-116 08909 MAB o
) [Ketoacidosis]
(pembrolizumab
)

112 # 12 % 14 p
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Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
21. 2023/4/28 [Acute kidney injury] 2.3 A
REC3-116 04145 19 MAB
) Liver dysfunction [Hepatic
(pembrolizumab
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482
#2)
ACIDOCETOSIS and
CMUH111- 2310FRAOQ |Followup| PEMBROLIZU
22. 2023/10/18 CONFUSION 23 | A
REC3-116 08909 1 MAB o
_ [Ketoacidosis]
(pembrolizumab
)
ACIDOCETOSIS and
#1) MK-6482
CONFUSION
#2) o
[Ketoacidosis]
CMUH111- 2310FRAO [Followup | PEMBROLIZU _ o
23. 2023/10/18 Lymphocytic meningitis | 2.3 A
REC3-116 08909 2 MAB S )
) [Meningitis aseptic]
(pembrolizumab )
| Acute esophageal necrosis
[Necrotising oesophagitis]
#1) MK-6482
#2) .
hemophagocytic syndrome
CMUH111- 2308CHNO |Followup| PEMBROLIZU )
24, 2023/8/20 [Haemophagocytic 23 | A
REC3-116 08711 10 MAB

(pembrolizumab

)

lymphohistiocytosis]

112 # 12 % 14 p




PRFRAFENRFIRAIRELREF=2FLLR €
~F- Lo ERTLZXFEEBRESC #R)
)3 X >R | RE A
AESEL | AP Vit E 5 7 AE TR N - AT
B 2 s &
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
25. 2023/4/28 [Acute kidney injury] 23 | A
REC3-116 04145 20 MAB
) Liver dysfunction [Hepatic
(pembrolizumab
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
4) [Coagulopathy]
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ) o
26. 2023/4/28 [Acute kidney injury] 2.3 A
REC3-116 04145 21 MAB _ _ _
) Liver dysfunction [Hepatic
(pembrolizumab )
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
4) [Coagulopathy]
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ) o
27. 2023/4/28 [Acute kidney injury] 2.3 A
REC3-116 04145 22 MAB _ _ _
) Liver dysfunction [Hepatic
(pembrolizumab )
) function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
% 38 %% 67 |
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Pulmonary infection
[Pneumonia]
Coagulation dysfunction
#1) MK-6482
[Coagulopathy]
#2)
Acute renal insufficiency
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
28. 2023/4/28 [Acute kidney injury] 23 | A
REC3-116 04145 23 MAB
) Liver dysfunction [Hepatic
(pembrolizumab
| function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
Blinded 2,7
Semaglutide Medi
CMUH111- follow up . »
29. 2023/9/20 | 1119424 (Placebo Tablet) | Pancreatitis [Pancreatitis] | cally| A
REC3-091 2
Tablet, 3,7, 14 Signif
mg icant
Adagloxad
CMUH107- 0BI0822T
30. 2023/9/11 FU 3 [ simolenin (OBI | Interstitial lung disease 1 A
REC3-134 WNO000141
822)/0B1821
112 # 12 % 14 p % 39 F % 67 |
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31.

CMUH110-

REC3-049

2022/11/16

2023-MOR
002911-M
Y

follow up
5

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia, Neutropenic

sepsis

2,3

112 # 12 % 14 p
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32.

CMUH110-

REC3-049

2022/8/3

2022-MOR
002162-1T

follow up
1

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Sepsis

112 # 12 % 14 p
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33.

CMUH110-
REC3-049

2022/9/9

2022-MOR
002284-US

Initial

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3

112 # 12 % 14 p
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34.

CMUH110-

REC3-049

2023/2/28

2023-MOR
003166-US

follow up
2

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia

2,3

112 # 12 % 14 p
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35.

CMUH110-

REC3-049

2022/7/7

2022-MOR
002055-HU

follow up
3

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Intestinal perforation

112 # 12 % 14 p
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab) ) )
4) Acute respiratory distress
_| syndrome, Pneumocystis
cyclophosphami § B ]
jirovecii pneumonia,
CMUH110- 2023-MOR |follow up de ) )
36. 2023/1/10 Sepsis, Intestinal 2,3 A
REC3-049 002915-PH 4 (CYCLOPHOS )
obstruction,
PHAMIDE)
Intra-abdominal
#4 ) doxorubicin
haematoma
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)

Prednisolone

(Prednisolone)

112 # 12 % 14 p
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37.

CMUH110-

REC3-049

2022/10/1

2023-MOR
002911-M
Y

follow up
6

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia, Neutropenic

sepsis, Diarrhoea,

Anaemia, Lethargy

2,3

112 # 12 % 14 p
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38.

CMUH110-

REC3-049

2023/2/15

2023-MOR
003111-US

follow up
1

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

112 # 12 % 14 p
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39.

CMUH110-

REC3-049

2022/1/14

2022-MOR
001504-US

follow up
1

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pulmonary embolism

112 # 12 % 14 p
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40.

CMUH110-

REC3-049

2023/2/2

2023-MOR
003091-IT

follow up
2

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Dysarthria, Encephalitis,

Acute kidney injury

1,3

112 # 12 % 14 p
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41.

CMUH110-

REC3-049

2023/3/13

2023-MOR
003217-TR

follow up
2

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia

112 # 12 % 14 p
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42.

CMUH110-
REC3-049

2022/3/18

2022-MOR
001696-1L

follow up
1

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3

112 # 12 % 14 p
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43.

CMUH110-

REC3-049

2023/3/22

2023-MOR
003250-JP

follow up
2

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Interstitial lung disease

1,3

112 # 12 % 14 p

|+




PREFFAEFTEARFRAIRELAEY =3

—F-tERFL=2XFRERS

C‘J

& (Lt

v

ifig

* S

#2pH

I
3+ %L

w48

5]

o
3 X

Rt
;},m

e

44,

CMUH110-

REC3-049

2022/2/28

2022-MOR
001639-M
Y

follow up
5

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia, Febrile

neutropenia

1,3

112 # 12 % 14 p
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45,

CMUH110-

REC3-049

2022/12/27

2023-MOR
002919-TR

follow up
4

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia

112 # 12 % 14 p
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46.

CMUH110-

REC3-049

2022/11/16

2023-MOR
002911-M
Y

follow up
9

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Neutropenia, Neutropenic

sepsis

2,3

112 # 12 % 14 p

S
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47.

CMUH110-

REC3-049

2023/1/26

2023-MOR
003001-KR

follow up
4

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia

1,3

112 # 12 % 14 p
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48.

CMUH110-

REC3-049

2022/8/20

2022-MOR
002217-CA

follow up
5

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Clostridial sepsis

112 # 12 % 14 p
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49.

CMUH110-

REC3-049

2022/7/9

2022-MOR
002079-CO

follow up
7

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Clostridium difficile colitis

112 # 12 % 14 p
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50.

CMUH110-

REC3-049

2022/7/18

2022-MOR
002106-PL

follow up
3

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)

#5) vincristine
(VINCRISTINE
)

#6)
Prednisolone

(Prednisolone)

Pneumonia

2,3

112 # 12 % 14 p

S
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#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo (Code
not broken)
#2 ) rituximab
(Rituximab)
#3)
cyclophosphami
CMUH110- 2022-MOR |follow up de . .
51. 2022/8/30 Enteritis, Septic shock 2,3 A
REC3-049 002250-DE 5 (CYCLOPHOS
PHAMIDE)
#4 ) doxorubicin
(DOXORUBICI
N)
#5) vincristine
(VINCRISTINE
)
#6)
Prednisolone
(Prednisolone)
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
52. 2022/11/20 follow up MYASTHENIAGRAVIS | 23 | A
REC3-185 4 NIVOLUMAB
2) MYOPATHY
CMUH106- 2023A0507| Follow [ACP-196/Placeb PULMONARY
53. 2023/2/16 o ) 1 A
REC3-039 98 Up2 | o, Rituximab [INFECTION (Pneumonia)
CMUH106- 2020SF737| Follow |ACP-196/Placeb| COVID-19 PNEUMONIA
54. 2020/12/22 ) 1231 A
REC3-039 72 Up8 0 (COVID-19 pneumonia)
CMUH106- 2020SF737| Follow |ACP-196/Placeb| COVID-19 PNEUMONIA
55. 2020/12/22 ) 1231 A
REC3-039 72 Up7 0 (COVID-19 pneumonia)
ACP-196/Placeb
NOVEL CORONAVIRUS
CMUH106- 2023A0590( Follow 0,
56. 2023/3/9 ) PNEUMONIA (SEVERE) [ 1,2,3| A
REC3-039 49 Up1l | Bendamustine,

Rituximab

(COVID-19 pneumonia)

112 # 12 % 14 p
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ACP-196/Placeb
CMUH106- 2023A0885 0, HYPOKALEMIA
57. 2023/3/27 Initial ) ) 1 A
REC3-039 62 Bendamustine, (Hypokalaemia)
Rituximab
MULTIPLE
OCCURRENCES OF
WHITE BLOOD
ACP-196/Placeb
CELL DECREASED
CMUH106- 2023A0859 - 0, )
58. 2023/4/10 Initial (White blood cell count | 2,3 A
REC3-039 04 Bendamustine,
decreased), NEUTROPHIL
Rituximab
COUNT DECREASED
(Neutrophil
count decreased)
MULTIPLE
OCCURRENCES OF
WHITE BLOOD
ACP-196/Placeb
CELL DECREASED
CMUH106- 2023A0859| Follow 0, )
59. 2023/4/10 ) (White blood cell count | 23 | A
REC3-039 04 Up1l | Bendamustine,
o decreased), NEUTROPHIL
Rituximab
COUNT DECREASED
(Neutrophil
count decreased)
CMUH106- 2023A0255( Follow COVID-19 CONFIRMED
60. 2023/1/19 N/A 1 A
REC3-039 65 Up3 (COVID-19)
CMUH106- 2020SE502| Follow COVID-19 PNEUMONIA
61. 2020/417 N/A ) 131 A
REC3-039 69 Up 6 (COVID-19 pneumonia)
ACP-196/Placeb
Multiple Occurrences of
CMUH106- 2021A8115| Follow 0,
62. 2021/11/17 ] Platelet Count Decreased; | 2,3 [ A
REC3-039 26 Up 7 | Bendamustine,
Fever
Rituximab
ACP-196/Placeb )
Multiple Occurrences of
CMUH106- 2021A8115| Follow 0,
63. 2021/11/17 ) Platelet Count Decreased; | 2,3 [ A
REC3-039 26 Up 8 | Bendamustine,

Rituximab

Fever

112 # 12 % 14 p
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MULTIPLE
OCCURRENCES OF
WHITE BLOOD
ACP-196/Placeb
CELL DECREASED
CMUH106- 2023A0859| Follow 0, ]
64. 2023/4/10 ) (White blood cell count | 2,3 | A
REC3-039 04 Up 2 | Bendamustine,
o decreased), NEUTROPHIL
Rituximab
COUNT DECREASED
(Neutrophil
count decreased)
ACP-196/Placeb
PNEUMONIA(COVID-19
CMUH106- 2023A0761| Follow 0,
65. 2023/3/24 INFECTION) (COVID-19( 1,3 A
REC3-039 80 Up2 | Bendamustine, ]
o pneumonia)
Rituximab
PULMONARY
INFECTION (COVID19
CMUH106- 2023A0507| Follow [ACP-196/Placeb
66. 2023/2/16 o POSITIVE 1 A
REC3-039 98 Up3 | o, Rituximab
TEST) (COVID-19
pneumonia)
CMUH106- 2022A2554| Follow [ACP-196/Placeb[SARS-COV2 INFECTION
67. 2022/6/24 1 A
REC3-039 56 Up3 0 (COVID-19)
CMUH106- 2020SF737| Follow |ACP-196/Placeb| COVID-19 PNEUMONIA
68. 2020/12/22 ) 1231 A
REC3-039 72 Up9 0 (COVID-19 pneumonia)
MULTIPLE
OCCURRENCES OF
WHITE BLOOD
ACP-196/Placeb
CELL DECREASED
CMUH106- 2023A0859( Follow 0, ]
69. 2023/4/10 ) (White blood cell count | 23 | A
REC3-039 04 Up3 Bendamustine,

Rituximab

decreased), NEUTROPHIL
COUNT DECREASED
(Neutrophil

count decreased)

112 # 12 % 14 p
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Multiple Occurrences of
GENERAL MALAISE
CMUH106- 2021A8931 - ACP-196/Placeb| (Malaise) and COVID-19
70. 2021/12/20 Initial 1,3 A
REC3-039 74 0 PNEUMONIA (LUNG
DAMAGE 40%)
(COVID-19 pneumonia)
ACP-196/Placeb
NOVEL CORONAVIRUS
CMUH106- 2023A0590| Follow 0,
71. 2023/3/9 PNEUMONIA (SEVERE) [1,2,3| A
REC3-039 49 Up2 | Bendamustine, )
o (COVID-19 pneumonia)
Rituximab
ACP-196/Placeb
PNEUMONIA(COVID-19
CMUH106- 2023A1742| Follow 0,
72. 2023/6/24 INFECTION) (COVID-19| 1 A
REC3-039 93 Up1l | Bendamustine, ]
o pneumonia)
Rituximab
ACP-196/Placeb
PNEUMONIA(COVID-19
CMUH106- 2023A1742 0,
73. 2023/6/24 Initial INFECTION) (COVID-19| 1 A
REC3-039 93 Bendamustine, ]
o pneumonia)
Rituximab
Adagloxad
CMUH107- 0oBI0822T
74. 2023/9/11 FU 4 | simolenin (OBI | Interstitial lung disease 1 A
REC3-134 WNO000141
822)/0B1821
CMUH111- 2023A0896 BAY?2433334
75. 2023/06/24 Fup#1 ) Oesophageal haemorrhage | 2,3 | A
REC3-198 38 vs. Apixaban
CMUH111- 2023A1064 BAY 2433334
76. 2023/07/25 Initial Loss of consciousness 1 A
REC3-198 19 vs. Apixaban
CMUH111- 2023A1064 BAY2433334 ]
77. 2023/07/25 Fup#1 Loss of consciousness 1 A
REC3-198 19 vs. Apixaban
CMUH111- 2023A1108 BAY2433334 1,2,
78. 2023/08/04 Initial Haemorrhage intracranial A
REC3-198 70 vs. Apixaban 3
CMUH111- 2023A1108 BAY2433334
79. 2023/08/04 Fup #1 Haemorrhage intracranial | 1 A
REC3-198 70 vs. Apixaban
CMUH111- 2023A1142 o BAY 2433334
80. 2023/08/11 Initial ) Sudden death 1 A
REC3-198 51 vs. Apixaban
CMUH111- 2023A1064 BAY 2433334
81. 2023/07/25 Fup # 2 ) Sudden death 1 A
REC3-198 19 vs. Apixaban

112 # 12 % 14 p
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CMUH111- 2023A1142 BAY2433334 Sudden death;
82. 2023/08/11 Fup #1 1 A
REC3-198 51 vs. Apixaban Haemorrhage
CMUH111- 2023A1108 BAY?2433334
83. 2023/08/04 Fup # 2 Haemorrhage intracranial | 1 A
REC3-198 70 vs. Apixaban
CMUH111- 2023A1240 BAY?2433334 | Cardiac failure chronic;
84. 2023/09/01 Initial ) ) ) 2 A
REC3-198 13 vs. Apixaban Cardiogenic shock
Cardiac failure chronic;
CMUH111- 2023A1240 BAY2433334 ) )
85. 2023/09/01 Fup#1 Cardiogenic shock; 2,3 A
REC3-198 13 vs. Apixaban )
Pulmonary embolism
CMUH111- 2023A1323 BAY2433334
86. 2023/09/19 Initial Haemorrhagic stroke 2,3 | A
REC3-198 26 vs. Apixaban
Cardiac failure chronic;
CMUH111- 2023A1240 BAY?2433334 ] )
87. 2023/09/01 Fup # 2 ) Cardiogenic shock; 2,3 A
REC3-198 13 vs. Apixaban
Pulmonary embolism
CMUH111- 2023A1353 BAY2433334 1,2,
88. 2023/09/19 Initial Haemorrhagic stroke A
REC3-198 58 vs. Apixaban 3,7
Cardiac failure chronic;
CMUH111- 2023A1240 BAY2433334 ) )
89. 2023/09/01 Fup#3 Cardiogenic shock; 2,3 | A
REC3-198 13 vs. Apixaban )
Pulmonary embolism
CMUH111- 2023A1323 BAY?2433334 ] 1,2,
90. 2023/09/19 Fup#1 ) Haemorrhagic stroke A
REC3-198 26 vs. Apixaban 3
Sudden death;
CMUH111- 2023A1142 BAY2433334
91. 2023/08/11 Fup#2 ) Mouth haemorrhage; 1 A
REC3-198 51 vs. Apixaban )
Skin haemorrhage
End stage renal disease;
CMUH111- 2023A1205 BAY?2433334 | Generalised tonic-clonic
92. 2023/08/24 Initial 1,3 A
REC3-198 13 vs. Apixaban seizure;
Microcytic anaemia
CMUH111- 2023A1353 BAY 2433334 ) 1,2,
93. 2023/09/19 Fup#1 ) Haemorrhagic stroke A
REC3-198 58 vs. Apixaban 3,7
Peripheral ischaemia;
CMUH111- 2023A1534 BAY?2433334
94. 2023/10/24 Initial Renal infarct; 2,3 A
REC3-198 15 vs. Apixaban ) )
Cardiac failure

112 # 12 % 14 p
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Ischaemic cholecystitis;
CMUH111- 2023A1534 BAY?2433334 2,3,
95. 2023/10/24 Fup#1 ) Gallbladder rupture; A
REC3-198 15 vs. Apixaban ] ) 7
Cardiac failure
End stage renal disease;
CMUH111- 2023A1205 BAY?2433334 | Generalised tonic-clonic
96. 2023/08/24 Fup#1 ) ) 1.3 A
REC3-198 13 vs. Apixaban seizure;
Microcytic anaemia
Cardiac failure chronic;
CMUH111- 2023A1240 BAY 2433334 ) )
97. 2023/09/01 Fup#4 . Cardiogenic shock; 2,3 | A
REC3-198 13 vs. Apixaban )
Pulmonary embolism
Ischaemic cholecystitis;
CMUH111- 2023A1534 BAY 2433334 1,2,
98. 2023/10/24 Fup #2 . Gallbladder rupture; A
REC3-198 15 vs. Apixaban ) ) 3,7
Cardiac failure
CMUH111- 2023A1647 BAY2433334 Subdural haematoma;
99. 2023/11/08 Initial ] ] o 2 A
REC3-198 11 vs. Apixaban Craniocerebral injury
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
100. 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 4 NIVOLUMAB
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
101. 2022/11/20 follow up MYASTHENIAGRAVIS | 2.3 A
REC3-185 4 NIVOLUMAB
2) MYOPATHY
(k] FRATIH -
x~ HEHLEARFA
E
2 e
B > Ny FEPG
[ =% 2444 ]
ey » | 3SR E S 4L Elsubrutinib
L | CMURIOSRECI-097 | B8 % | s ppapa iy : 20222 12 * 16 7 3 2023 # 06 * 15
2
[ =% 2144 ]
*iR 5% % 4 L - oral semaglutide
*% rMAFL W 2023 £ 07 % 01 p % 2023 # 09 * 30
2. CMUH111-REC3-091 L | p
[ Data Monitoring committee § %% % ]
*Ekp o 2023# 110 07
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3. CMUH109-REC3-192 I ARW | ARG EpH 12022& 40 14
ARt pdp 12023 #3210 P
(G IEIEIEE S |
4, CMUH110-REC3-062 LA *:85% % 4 L4 - Deucravacitinib (BMS-986165)
*E rMAFLYPHF 112#F 032 23 p 1 112 F 09 7 22 p
[$%5%%L 5 4]
5 CMUH109-REC3-115 £ *15 4 @ Clinical Study Report Abbreviated CNTO1959
(guselkumab)
*p # @ 21 September 2023
(GEIEIFICEES |
e, . | SR E P LA Upadacitinib
6. | CMUH109-REC3-097 L ET Y ﬁjra* :2023# 027 16 p 3 2023 & 08 7 15
p
TH X > MFL
ey s | YRS ES LA Filgotinib
7. | CMUHIOT-REC3-122 | F&%A |, i'}’iﬂ%gﬁ“ 112 £ 03 % 24 p 1 112 & 09 # 23 p
*i & p #p: Filgotinib BLL (24Mar23-23Sep23)
¥ 1% 335% # £ RSVPreF3 vaccine z 8 & > {44 2 » i 4f
% B % 01May2023 2 310ct2023 - #
% % 4+ RSVPreF3 vaccine 2 benefit-risk profile = # 4 5 11
8. | CMUH112-REC3-060 pa | D HATRRT NS
1.SUSAR Listing from 01 May 2023 to 31 Oct 2023 -
RSVPreF3 + Nacl 21 Nov 2023
2.SUSAR Listing from 01 May 2023 to 31 Oct 2023 -
RSVPreF3 vaccine + ASO1E 21 Nov 2023
(GEIEIEIEE TS |
| TR E S L4 MK34T75
9. CMUH112-REC3-002 iR iR RN ﬁi‘ﬁ'ﬁ :
04-MAR-2023 to 03-SEP-2023
[5° il iz o]
*Fampd 112+ 09 % 23 F
10. | CMUH107-REC3-122 FL 2R | GS-US-417-0304 Official clarification on patient’s dose
modification and partner pregnancy ICF as per Protocol
Amendment 8.0/8.1 27Sep2023
: [##]
11. | CMUH110-REC3-102 AR iR *p % L AP SAEE A7 % p i 47 IRB
(GEIEIEICE TS |
.| *@sEP L4 GSK3228836
12. | CMUHI10-REC3-195 LA P EYExE ﬁi-ﬁ“ 12023 & 05" 01 p % 2023 & 10 * 31
2
(GEIEIEICEES |
e e | YRR E P L fE:MK-3475 Pembrolizumab
13. | CMUH108-REC3-098 R g PR &1 ,ﬁi;r?:zozs #0371 04p % 2023# 09" 03
2
(GEIEIEICEES |
| REmE R L4 GSK3228836
14. | CMUHI112-REC3-011 LA % i'ltﬂ‘_ﬂ%j:@ 12023 # 05 % 01 p % 2023 # 10 * 31
2
15. | CMUH112-REC3-011 T [ 2HsR2])
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*Eo%k ¥ LA 0 GSK3228836
INDSR CN2023157415 Initial GSK3228836 (Bepirovirsen)
22 Nov 2023

16. | CMUH111-REC3-198 EH

[#&]
*ROF D og R Bd5 ¥ R4 B ¢ (Independent Data
Monitoring Committee; IDMC)z_ & 3% » |85k % 5.
asundexian (BAY 2433334) % »x A& B3t 4 PR iRk # 5
apixaban » g3t ik 23R P FRF 0 2V G KL TR
WHRE O RDIPTEEE AT~ OF ZTRAFFERZ T
FEmpN FFELAD P RE & o

WA T
1. Asundexian_BAY2433334_OCEANIC-AF 19767_Safety
Report_Final19Nov2023Signed
2. Letter to Investigators OCEANIC-AF version 19 Nov
2023 _final
3. IDMC rcmd AF 111623
4. IDMC rcmd Stroke 111623

17. | CMUH110-REC3-122 * A gh

[z#px 21342 ]

*:R2 % AL ¢ Iptacopan (LNP023)

*g ML PR 12022 # 107 01 p 3 2023 & 03
31p

(L&) FRP# -
FR-FEPFEFALR (%)
dipd - REER ()
F7 - fcg (2030 4)
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