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CMUH110-
REC1-201

2024/4/3

2024A0841

03

follow up
5

Blinded for

Investigator

1.HERPES VIRUS
CENTRAL NERVOUS
SYSTEM INFECTION
(Central nervous system
viral infection)
2.HERPES ZOSTER
BLEPHARITIS IN RIGHT
EYE (Ophthalmic herpes
zoster)

3.HERPES ZOSTER
(EXCEPT EYE)(HEAD)

(Herpes zoster)

2,

3 A

CMUH110-
REC1-201

2024/4/3

2024A0841

03

follow up
6

Blinded for

Investigator

1.HERPES VIRUS
CENTRAL NERVOUS
SYSTEM INFECTION
(Central nervous system

viral infection)

2.HERPES ZOSTER
BLEPHARITIS IN RIGHT
EYE (Ophthalmic herpes

zoster)

3.HERPES ZOSTER

(EXCEPT EYE)(HEAD)

(Herpes zoster)

2,3

CMUH110-
REC1-201

2024/4/11

2024A0898

37

follow up
1

Blinded for

Investigator

ANAPHYLAXIS

(Anaphylactic reaction)

2!

7:Imp
ortant

medic

al

event

1141 2p




PREFFAEFTEHRFRAIRELRAEF-FELE ¢
- F-trERY-ZFEEBEEC RK)
o oy 4
- R LA SR li;j . ;L‘?‘ P §:: Jal 7 AE @ SRR
1.DEATH (Death)
2.SEPSIS (Sepsis)
3.ACUTE KIDNEY
INJURY (Acute kidney |1, 2,
injury) 3, 4,
4.INFECTION OF SKIN | 5,
CMUH110- 2024/4/6 2024A0911 |follow up| Blinded for AND SOFT TISSUED |7:Imp A
REC1-201 45 3 Investigator LOWER ortant
EXTREMITIES (Skin  |medic
infection) al
5.LOCALISED event
CUTANEOUS HERPES
ZOSTER
(Herpes zoster)
CMUH110- 2024A1088 follow up| Blinded for
REC1-201 20241555 18 1 Investigator DEATH (Death) ! A
A SEVERE COVID-19 | 2,3,
INFECTION ON 8 JUNE (7:Imp
CMUH110- 2023A1361(follow up| Blinded for 2023 WITH OXYGEN |ortant
REC1-201 20231672 05 2 Investigator | THERAPY AND A STAY |medic A
IN INTENSIVE CARE al
(CoVID-19) event
114 # 172 2 p Y x 79 F
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CMUH110-
REC1-201

2024/4/6

2024A0911
45

Initial

Blinded for

Investigator

1.LOCALISED
CUTANEOUS HERPES
ZOSTER [Herpes zoster]
2.SEPSIS [Sepsis]
3.ACUTE KIDNEY
INJURY [Acute Kidney
injury]
4.INFECTION OF SKIN
AND SOFT TISSUED
LOWER
EXTREMITIES [Skin
infection]
5.DEATH DUE TO
SEPTIC SHOCK [Septic
shock]

1,2,
3! 4!

7:0th

er

CMUH110-
REC1-201

2024/4/6

2024A0911
45

follow up
1

Blinded for

Investigator

1.LOCALISED
CUTANEOUS HERPES
ZOSTER [Herpes zoster]
2.SEPSIS [Sepsis]
3.ACUTE KIDNEY
INJURY [Acute kidney
injury]

4. INFECTION OF SKIN
AND SOFT TISSUED
LOWER
EXTREMITIES [Skin
infection]
5.DEATH DUE TO
SEPTIC SHOCK [Septic

shock]

1,2,
3,4,
S5,
7:0th

er

1141 2p
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CMUH112-
REC1-196

2024/6/17

2407PRTO00
3842

Followup
9

#1) MK-5684
(MK-5684)
Tablet
#2)
DEXAMETHA
SONE
(5684-004
STUDY)
(dexamethasone
) Tablet
#3)
FLUDROCORT
ISONE
(5684-004
STUDY)
(fludrocortisone)
Tablet

BILATERAL PLEURAL
EFFUSION [Pleural
effusion]

Pleural Effusion [Pleural
effusion]

Type 1 respiratory
insufficiency [Respiratory

failure]

1,3

10.

CMUH110-
REC1-156

2024/10/21

2411CHNO
00609

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCG live)
Powder For

Instillation Fluid

death [Death]

11.

CMUH110-
REC1-156

2024/10/20

2411CHNO
00637

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) BCG LIVE
(BCG live)
Powder For

Instillation Fluid

Death [Death]

1141 2p




CRAFFASEURFRALIARLA £V - 2L 4
~F-LtrERY-ZFhEREL( RK)
B X 2 PAR(RL
AE R |FAP D V5B 3 AF @ %[k
g | © 6 EX T N
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2411CHNO |Followup injection
12. 2024/10/21 death [Death] 1 A
REC1-156 00609 1 #2) BCG LIVE
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2411CHNO [Followup injection
13. 2024/10/20 Death [Death] 1 A
REC1-156 00637 1 #2 ) BCG LIVE
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
. The death was caused by
(pembrolizumab )
) severe pneumonia
) Solution for )
S [Pneumonia]
CMUH110- 2411CHNO [Followup injection
14. 2024/9/23 Death was due to upper 1 A
REC1-156 00637 2 #2 ) BCG LIVE ) ) )
] gastrointestinal bleeding
(BCG live) . ]
[Upper gastrointestinal
Powder For
haemorrhage]
Instillation Fluid
#1) MK-3475
. The death was caused by
(pembrolizumab )
) severe pneumonia
) Solution for )
[Pneumonia]
CMUH110- 2411CHNO [Followup injection
15. 2024/9/23 Death was due to upper 1 A
REC1-156 00637 3 #2 ) BCG LIVE
) gastrointestinal bleeding
(BCG live) . ]
[Upper gastrointestinal
Powder For
haemorrhage]
Instillation Fluid
114 # 1% 2p % 37T 7% 719 F
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~F-LtrERY-ZFhEREL( RK)
B X 2 PAR(RL
E S| A P Vit Ex *ORE K S Sy
%}{, g J] 5? B % %En%){, ‘;'J |5 =2 ¥ %4
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2411CHNO |Followup injection
16. 2024/10/21 death [Death] 1 A
REC1-156 00609 2 #2) BCG LIVE
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
. The death was caused by
(pembrolizumab )
) severe pneumonia
) Solution for )
L [Pneumonia]
CMUH110- 2411CHNO [Followup injection
17. 2024/9/23 Death was due to upper 1 A
REC1-156 00637 4 #2 ) BCG LIVE
] gastrointestinal bleeding
(BCG live) . .
[Upper gastrointestinal
Powder For
haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for N
Immune myocarditis
CMUH110- 2409CHNO N injection )
18. 2024/9/8 Initial [Immune-mediated 2,3 A
REC1-156 09750 #2 ) BCG LIVE .
) myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
CMUH110- 2411CHNO [Followup injection
19. 2024/10/21 death [Death] 1 A
REC1-156 00609 3 #2 ) BCG LIVE
(BCG live)
Powder For
Instillation Fluid
1141 2p % 38 F % 79 F




RAFFASTEARFRAIRRLRE Y- FRLE§
~F-trERY-ZFREREEC 2R
B % AR (AR L
AE S (F AP V5B *AE R N
g |6 2 | ul N
#1) MK-3475
(pembrolizumab
) Solution for -
S Immune myocarditis
CMUH110- 2409CHNO |Followup injection ]
20. 2024/9/8 [Immune-mediated 2,3 A
REC1-156 09750 1 #2 ) BCG LIVE N
_ myocarditis]
(BCG live)
Powder For
Instillation Fluid
#1) MK-3475
. The death was caused by
(pembrolizumab )
] severe pneumonia
) Solution for )
L [Pneumonia]
CMUH110- 2411CHNO [Followup injection
21. 2024/9/23 Death was due to upper 1 A
REC1-156 00637 5 #2 ) BCG LIVE
] gastrointestinal bleeding
(BCG live) . .
[Upper gastrointestinal
Powder For
haemorrhage]
Instillation Fluid
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA| Subacute left occipital
B GOVITECAN] stroke [Occipital lobe
CMUH113- 2410AUSO |Followup (3475 stroke]
22. 2024/10/6 13 A
REC1-046 03314 1 SOLUTION Malignant Neoplasm
FOR Progression [Malignant
INJECTION neoplasm progression]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
1141 2p % 39 F % 79 F




B (L PR)

—

£E5-%atf¢g

- F-trER¥-%% 3
B X 2 PAR(RL
AE R |FAP D V5B 3 AF @ R N
g |6 EX T N
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA
inflammation]
B GOVITECAN ] )
Neutropenia [Neutropenia]
CMUH113- 2410PEROO|Followup (3475
23. 2024/10/8 Stroke [Cerebrovascular [1.2.3 A
REC1-046 5406 7 SOLUTION ]
accident]
FOR ]
High blood pressure
INJECTION ing [H fon]
worsening [Hypertension
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1) MK-3475 ) ]
) Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab ] ) 1.2.3.
24, 2024/6/13 ) [Respiratory failure] A
REC1-046 02303 21 ) Solution for o 4
L Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
1141 2p ¥ 40 F > x 79 F




B (L PR)
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£E5-%atf¢g

-F-lrERY¥-%% R
B X 2 PAR(RL
AE S (F AP V5B 3 AF @ R N
g |6 2 | ul N
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN| Autoimmune hepatitis
CMUH113- 2402POL00|Followup (3475 [Autoimmune hepatitis]
25. 2024/2/24 ) 23 [ A
REC1-046 8727 23 SOLUTION Cardiac tamponade
FOR [Cardiac tamponade]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1) MK-3475 ) ]
) Respiratory failure
CMUH113- 2407TURO [Followup | (pembrolizumab ) ] 1.2.3.
26. 2024/6/13 ) [Respiratory failure] A
REC1-046 02303 22 ) Solution for o 4
L Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
114# 1% 2p $ 41 F £ 79 F




TRFFAREARFRFLARELAEF-FELR ¢
Lr ERY-XF B EHRES( 2R

—

— p —
SE e By
AE R |FAP D V5B 3 AF @ 5
§ 9 L | Wl )
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
MUCOSISTIS [Mucosal
SACITUZUMA
inflammation]
B GOVITECAN ] )
Neutropenia [Neutropenia]
CMUH113- 2410PERO0O|Followup (3475
2024/10/8 Stroke [Cerebrovascular |1.2.3
REC1-046 5406 8 SOLUTION ]
accident]
FOR ]
High blood pressure
INJECTION ing [H fon]
worsening [Hypertension
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA |febrile neutropenia [Febrile
B GOVITECAN neutropenia]
CMUH113- 2411DEU0 (3475 worsening general
28. 2024/10/27 Initial . 23 | A
REC1-046 00387 SOLUTION condition [General
FOR physical health
INJECTION deterioration]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 # 1% 2p % 42 | o 79 T




PREFFAEFTEHRFRAIRELRAEF-FELE ¢
- F-trERY-ZFEEBEEC RK)
o 4w
; R LA SR Zi;zﬁ ﬂl:ﬁ? P §:: Jal 7 AE @ SRR
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA| Subacute left occipital
B GOVITECAN] stroke [Occipital lobe
CMUH113- 2410AUSO |Followup (3475 stroke]
29. 2024/10/6 13| A
REC1-046 03314 2 SOLUTION Malignant Neoplasm
FOR Progression [Malignant
INJECTION neoplasm progression]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA| Bacterial Pneumonia
B GOVITECAN| [Pneumonia bacterial]
30. CMUH113- 2024/10/19 2410THAO [Followup (3475 Myositis [Myositis] 123l A
REC1-046 10109 3 SOLUTION Elevate liver enzyme
FOR [Hepatic enzyme
INJECTION increased]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 # 17 2 p ¥ 43 F % 79 F
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31.

CMUH113-
REC1-046

2024/2/24

2402POL00

8727

Followup
24

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Cardiac tamponade

Autoimmune hepatitis

[Autoimmune hepatitis]

[Cardiac tamponade]

2.3

32.

CMUH113-
REC1-046

2024/4/10

24041TAQOO
9309

Followup
19

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

pneumothorax

[Pneumothorax]

interstitial pneumonia

[Interstitial lung disease]

diarrhoea [Diarrhoea]

1.3

114 & 1

925
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33.

CMUH113-
REC1-046

2024/10/19

2410THAOQ
10109

Followup
4

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Myositis [Myositis]

Elevate liver enzyme

[Hepatic enzyme

increased]

Bacterial Pneumonia

[Pneumonia bacterial]

1.

2.3

34.

CMUH113-
REC1-046

2024/10/27

2411DEU0
00387

Followup
1

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

neutropenia]

febrile neutropenia [Febrile

2.3

114 & 1

925




PRFRFEHRFIRA L KL

—

-F-

R
L ERY- R EEREE( K

£E5-%atf¢g

¢

L P

R e

2 5o

|4

G T

-

2

*AFE R

£

35.

CMUH113-
REC1-046

2024/10/27

2411DEU0
00387

Followup
2

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

neutropenial

febrile neutropenia [Febrile

2.3

36.

CMUH113-
REC1-046

2024/10/27

2411DEU0
00387

Followup
3

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

neutropenia]

febrile neutropenia [Febrile

2.3

114 & 1

925
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37.

CMUH113-
REC1-046

2024/11/13

2411TURO
05940

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Other Serious Criteria:

Medically Significant

Leukopenia [Leukopenia]

Neutropenia [Neutropenia]

2.

3.7

38.

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Initial

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Pneumonitis [Pneumonitis]

2.3

114 & 1

925
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39.

CMUH113-
REC1-046

2024/11/13

2411TURO
05940

Followup
1

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Leukopenia [Leukopenia]

Neutropenia [Neutropenia]

2.3

40.

CMUH113-
REC1-046

2024/10/6

2410AUSO
03314

Followup
3

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Malignant Neoplasm
Progression [Malignant
neoplasm progression]
Subacute left occipital
stroke [Occipital lobe

stroke]

1.3

114 & 1

925
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

Stroke [Cerebrovascular
accident]

MUCOSISTIS [Mucosal
CMUH113- 2410PERO0O|Followup (3475
2024/10/8 inflammation] 1.2.3

REC1-046 5406 9 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Neutropenia [Neutropenia]
High blood pressure

worsening [Hypertension]

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2024/11/13 2411TURO |Followup (3475 Leukopenia [Leukopenia]
REC1-046 05940 2 SOLUTION | Neutropenia [Neutropenia]
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

2.3

Injection

1141 2p ¥ 49 F > £ 79 F
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43.

CMUH113-
REC1-046

2024/11/18

2411JPNOO
7424

Initial

#1)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#2 ) MK-3475

) Solution for

injection

(pembrolizumab

Suspected Cytokine release
syndrome [Cytokine
release syndrome]
Suspected
Haemophagocytic
syndrome
[Haemophagocytic
lymphohistiocytosis]
Febrile Neutropenia

[Febrile neutropenia]

2.3

44,

CMUH113-
REC1-046

2024/11/16

2411CHNO
06560

Followup
1

#1) MK-3475

) Solution for
injection
#2)

(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

Injection

(pembrolizumab

SACITUZUMA
B GOVITECAN

GOVITECAN)

Pneumonitis [Pneumonitis]

2.3

1141 2p
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

Stroke [Cerebrovascular
accident]

MUCOSISTIS [Mucosal
CMUH113- 2410PERO0O|Followup (3475
2024/10/8 inflammation] 1.2.3

REC1-046 5406 10 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Neutropenia [Neutropenia]
High blood pressure

worsening [Hypertension]

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

CMUH113- 2411CHNO |Followup (3475 » -
2024/11/16 Pneumonitis [Pneumonitis]| 2.3
REC1-046 06560 2 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

Injection

1141 2p % 51 F > x 79 F
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471.

CMUH113-
REC1-046

2024/11/1

2411BRA0
01250

Followup
5

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Febrile neutropenia
[Febrile neutropenia]
nosocomial infection

[Nosocomial infection]

2.3

48.

CMUH113-
REC1-046

2024/10/6

2410AUSO
03314

Followup
4

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

Malignant Neoplasm
Progression [Malignant
neoplasm progression]
Subacute left occipital
stroke [Occipital lobe

stroke]

1.3

1141 2p
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Respiratory failure
[Respiratory failure]
Pulmonary embolism
[Pulmonary embolism]
#1) MK-3475 ) ]
Respiratory failure
CMUH113- 2407TURO |Followup [ (pembrolizumab ) ] 1.2.3.
49, 2024/6/13 _ [Respiratory failure] A
REC1-046 02303 23 ) Solution for o 4
S Demyelinating
injection
polyneuropathy
[Demyelinating
polyneuropathy]
Myositis [Myositis]
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
Febrile neutropenia
B GOVITECAN
[Febrile neutropenia]
CMUH113- 2411BRAO [Followup (3475
50. 2024/11/1 Infectious 23| A
REC1-046 01250 6 SOLUTION -
tracheobronchitis
FOR
[Tracheobronchitis]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
114 # 1% 2p
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Stroke [Cerebrovascular
SACITUZUMA ]
accident]
B GOVITECAN
MUCOSISTIS [Mucosal
CMUH113- 2410PEROO|Followup (3475 ] ]
51. 2024/10/8 inflammation] 123 A
REC1-046 5406 11 SOLUTION ] )
Neutropenia [Neutropenia]
FOR ]
High blood pressure
INJECTION ing [H fon]
worsening [Hypertension
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Stroke [Cerebrovascular
SACITUZUMA
accident]
B GOVITECAN
MUCOSISTIS [Mucosal
CMUH113- 2410PEROO|Followup (3475 ) ]
52. 2024/10/8 inflammation] 1.23] A
REC1-046 5406 12 SOLUTION _ _
Neutropenia [Neutropenia]
FOR _
High blood pressure
INJECTION _ _
worsening [Hypertension]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
11421 % 2 p ¥ 54 F -2 79
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#1)
SACITUZUMA
B GOVITECAN
(3475
SOLUTION |Suspected Cytokine release
FOR syndrome [Cytokine
INJECTION release syndrome]
CMUH113- 2411JPNOO |Followup STUDY) Suspected
53. 2024/11/18 ) 23 | A
REC1-046 7424 1 (SACITUZUM Haemophagocytic
AB syndrome
GOVITECAN) [Haemophagocytic
Injection lymphohistiocytosis]
#2 ) MK-3475
(pembrolizumab
) Solution for
injection
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA _ _
Febrile neutropenia
B GOVITECAN _ _
[Febrile neutropenia]
CMUH113- 2411BRAO [Followup (3475
54. 2024/11/1 Infectious 23| A
REC1-046 01250 7 SOLUTION
tracheobronchitis
FOR o
[Tracheobronchitis]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
1141 2p % 55 F > 79 F
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN
CMUH113- 2024/11/13 2411TURO |Followup (3475 Leukopenia [Leukopenia]
REC1-046 05940 3 SOLUTION [Neutropenia [Neutropenia]
FOR
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)

2.3

Injection

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA Myositis [Myositis]
B GOVITECAN| Elevate liver enzyme

CMUH113- 2410THAO [Followup (3475 [Hepatic enzyme

2024/10/19
REC1-046 10109 5 SOLUTION increased]

FOR Bacterial Pneumonia

1.2.3

INJECTION [Pneumonia bacterial]
STUDY)
(SACITUZUM
AB
GOVITECAN)

Injection

1141 2p % 56 F % 79 F
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g B




/. e I A
RFFAETARFRAIARLAE Y- FALR 4G
-~ F-lrERF-XFEEREE(D FR)
B RN i )
E S| A P Vit Ex *ORE Z2X |3
3 g o |% 2B 3 5 5] FE K v = e
1) DIFFERENTIAL
SYNDROME
CMUH113- 202409478 |follow-up o
57. 2024/9/18 Bleximenib 2) TUMOR LYSIS 1,23] A
REC1-153 93_1 (EV) 1)
SYNDROME
3) BLAST CRISIS
1) LEUCOCYTOSIS
2) DIFFERENTIATION
CMUH113- 202409478 |follow-up SYNDROME
58. 2024/9/18 Bleximenib 1,23 A
REC1-153 93 3 (3) 3) TUMOR LYSIS
SYNDROME
4) BLAST CRISIS
1) LEUCOCYTOSIS
2) DIFFERENTIATION
CMUH113- 202409478 [follow-up SYNDROME
59. 2024/9/18 Bleximenib 1,23 A
REC1-153 93 4 4 3) TUMOR LYSIS
SYNDROME
4) BLAST CRISIS
#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007 Thrombocytopenia
STUDY) [Thrombocytopenia]
CMUH111- 2302CHNO |Followup ] ) ]
60. 2023/2/9 (pemetrexed) | gastrointestinal bleeding | 2.3 | A
REC1-019 06276 26 o _ _
Injection [Gastrointestinal
#3) haemorrhage]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
114# 1% 2p $ 57 F % 79 F
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61.

CMUH111-
REC1-019

2023/3/26

2304CHNO
06509

Followup
17

#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Bone marrow hypocellular

[Bone marrow failure]

Emesis [Vomiting]

1.3

62.

CMUH111-
REC1-019

2024/10/16

2411USA0
00370

Initial

#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
(paclitaxel)
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

Hypontaremia

[Hyponatraemia]

2.3

1141 2p
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#1) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
CMUH111- 2411USAO |Followup ) Hypontaremia
2024/10/16 (paclitaxel) ) 23 | A
REC1-019 00370 1 o [Hyponatraemia]
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007

STUDY) _ _
CMUH111- 2404CHNO |Followup respiratory failure
2024/4/25 (pemetrexed) ) ) 23 [ A
REC1-019 12090 13 o [Respiratory failure]

Injection

#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

1141 2p £
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#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007 unknown death [Death]
CMUH111- 2212MEXO0 [Followup STUDY) Worsening anemia
65. 2022/11/21 (pemetrexed) [Anaemia] 13| A
REC1-019 03806 18 o _ )
Injection Worsering anemia
#3) [Anaemia]
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
#1) MK-7684A
Study (Code not
broken)
#2)
CARBOPLATI Cerebral infarction
N (7684A-007 [Cerebral infarction]
CMUH111- 2212CHNO |Followup STUDY) Malignant Neoplasm
66. 2022/12/12 (carboplatin) [ Progression [Malignant [1.2.3]| A
REC1-019 05949 21
Injection neoplasm progression]
#3) hypokalemia
PEMETREXED [Hypokalaemia]
(7684A-007
STUDY)
(pemetrexed)
Injection
114 # 17 2 p % 60 F > x 79 F
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#1) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED leus [lleus]
(7684A-007 Febrile neutropenia
STUDY) [Febrile neutropenia]
CMUH111- 2311TURO |Followup ) )
67. 2023/11/21 (pemetrexed) Febrile neutropenia 13| A
REC1-019 08753 28 o ) )
Injection [Febrile neutropenia]
#3) thrombocytopenia
CARBOPLATI [Thrombocytopenia]
N (7684A-007
STUDY)
(carboplatin)
Injection
CMUH112- 100000115 LIFE THREATENING
68. 2024/6/22 Initial RO7082859 ~ 3 A
REC1-142 12 SEPTIC SHOCK
CMUH112- 100000115 . LIFE THREATENING
69. 2024/6/22 Initial RO5541077 2~ 3] A
REC1-142 12 SEPTIC SHOCK
CMUH112- 100000115 . LIFE THREATENING
70. 2024/6/22 Initial RO4877533 2~ 3] A
REC1-142 12 SEPTIC SHOCK
CMUH112- 100000115 LIFE THREATENING
71. 2024/6/22 Initial R0O0452294 2~ 3] A
REC1-142 12 SEPTIC SHOCK
LIFE THREATENING
CMUH112- 100000115 |follow up
72. 2024/6/22 RO7082859 SEPTIC SHOCK, 2~ 3] A
REC1-142 12 1
SEPTICEMIA
CMUH112- 100000050 |follow up LIFE THREATENING
73. 2024/6/19 RO5541077 23| A
REC1-142 51 1 NEUTROPENIC FEVER
CMUH112- 100000050 |follow up LIFE THREATENING
74, 2024/6/19 R0O0452294 231 A
REC1-142 51 1 NEUTROPENIC FEVER
CMUH112- 100000221 o LIFE THREATENING
75. 20241717 Initial R0O0452294 231 A
REC1-142 45 PNEUMONIA
CMUH112- 100000115 |follow up LIFE THREATENING
76. 2024/6/22 RO5541077 231 A
REC1-142 12 2 SEPTIC SHOCK
11421 % 2 p $ 6L F -2 79 F
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LIFE THREATENING
CMUH112- 100000115 |follow up
77. 2024/6/22 R0O7082859 SEPTIC SHOCK, 23 A
REC1-142 12 2
SEPTICEMIA
CMUH112- 100000115 |follow up LIFE THREATENING
78. 2024/6/22 R0O0452294 23 A
REC1-142 12 2 SEPTIC SHOCK
CMUH112- 100000115 |follow up LIFE THREATENING
79. 2024/6/22 R0O4877533 23 A
REC1-142 12 2 SEPTIC SHOCK
LIFE THREATENING
CMUH112- follow up
80. 2024/5/11 | 3570085 RO5541077 SMALL INTESTINAL (23] A
REC1-142 1
PERFORATION
CMUH112- 100000221 |follow up LIFE THREATENING
81. 20241717 R0O0452294 23] A
REC1-142 45 1 PNEUMONIA
CMUH112- follow up
82. 2024/5/1 | 3558441 RO7082859 SEPSIS 1-3] A
REC1-142 1
CMUH112- follow up PLATELET COUNT
83. 2024/5/1 | 3561130 RO5541077 1-3] A
REC1-142 1 DECREASED
CMUH112- follow up PLATELET COUNT
84. 2024/5/1 | 3561130 R0O7082859 1-3] A
REC1-142 1 DECREASED
]_ ~
3.7
FATAL ALVEOLAR |Other
HEMORAJI medic
CMUH112- 100000404 N
85. 2024/7/27 Initial RO0452294 (PULMONARY ally | A
REC1-142 56
ALVEOLAR impor
HEMORRHAGE) tant
condi
tion
114 &# 17 2p % 62 FE % 79 F
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3~7:
FATAL ALVEOLAR Other
HEMORAJI medic
CMUH112- 100000404 N
86. 202417127 Initial R0O5541077 (PULMONARY ally A
REC1-142 56 ]
ALVEOLAR impor
HEMORRHAGE) tant
condi
tion
1~
3~7:
Other
medic
CMUH112- 100000404 |follow up FATAL SECONDARY
87. 202417127 RO0452294 ally | A
REC1-142 56 1 PNEUMONIA
impor
tant
condi
tion
CMUH112- 100000476 . LIFE THREATENING
88. 2024/7/31 Initial R0O0452294 2~3] A
REC1-142 26 PNEUMONIA
LIFE THREATENING
CMUH112- 100000461 |follow up LYMPHOPENIA, LIFE
89. 2024/7/30 R0O0452294 2 A
REC1-142 44 1 THREATENING
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000461 |follow up LYMPHOPENIA, LIFE
90. 2024/7/30 RO5541077 2 A
REC1-142 44 1 THREATENING
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000461 |follow up LYMPHOPENIA, LIFE
91. 2024/7/30 RO7082859 2 A
REC1-142 44 1 THREATENING
NEUTROPENIA
114 &# 17 2p % 63 F ¥ 79 F
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LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- follow up DECREASED, LIFE
92. 2024/3/16 | 3529078 RO5541077 2 A
REC1-142 2 THREATENING
FEBRILE
NEUTROPENIA
LIFE THREATENING
CMUH112- follow up
93. 2024/3/16 | 3529078 R0O0452294 | NEUTROPHIL COUNT | 2 A
REC1-142 2
DECREASED
CMUH112- 100000115 |follow up LIFE THREATENING
94, 2024/6/22 R0O5541077 23| A
REC1-142 12 1 SEPTIC SHOCK
CMUH112- 100000115 |follow up LIFE THREATENING
95, 2024/6/22 RO4877533 23| A
REC1-142 12 1 SEPTIC SHOCK
CMUH112- 100000115 |follow up LIFE THREATENING
96. 2024/6/22 R0O0452294 23| A
REC1-142 12 1 SEPTIC SHOCK
CMUH112- 100000115 |follow up LIFE THREATENING
97. 2024/6/22 RO7082859 2-3| A
REC1-142 12 1 SEPTIC SHOCK
FATAL SEPSIS
CMUH112- 100000015 N
98. 2024/6/13 Initial R0O5541077 (PSEUDOMONAS 1-3| A
REC1-142 17
AEROGINOSA)
FATAL SEPSIS
CMUH112- 100000015
99. 2024/6/13 Initial R0O0452294 (PSEUDOMONAS 1-3] A
REC1-142 17
AEROGINOSA)
FATAL FEBRILE
CMUH112- 100000461 |follow up
100 2024/7/29 R0O5541077 |NEUTROPENIA/ABDOM|1~3| A
REC1-142 87 1
INAL INFECTION
CMUH112- 100000461 |follow up FATAL FEBRILE
101 2024/7/29 R0O0452294 1-3| A
REC1-142 87 1 NEUTROPENIA
CMUH112- 100000497 N LIFE THREATENING
102 2024/8/4 Initial R0O0452294 23 A
REC1-142 99 SEPSIS
LIFE THREATENING
CMUH112- 100000497 N
103 2024/8/4 Initial RO5541077 |SEPSIS/ACUTE KIDNEY|2~3| A
REC1-142 99
INJURY
114 #1°* 2p % 64 F % 79 F
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LIFE THREATENING
CMUH112- 100000497 N
104 2024/8/4 Initial RO7082859 [SEPSIS/ACUTE KIDNEY|2-~3| A
REC1-142 99
INJURY
1~
3~7:
Other
medic
CMUH112- 100000404 |follow up FATAL SECONDARY
105 2024/7/27 RO0452294 ally | A
REC1-142 56 2 PNEUMONIA
impor
tant
condi
tion
FATAL ACUTE KIDNEY
CMUH112- 100000497 |follow up
106 2024/8/4 RO5541077 INJURY/LIFE 1-3] A
REC1-142 99 1
THREATENING SEPSIS
FATAL ACUTE KIDNEY
CMUH112- 100000497 |follow up
107 2024/8/4 RO7082859 INJURY/LIFE 1-3] A
REC1-142 99 1
THREATENING SEPSIS
CMUH112- 100000497 |follow up FATAL ACUTE KIDNEY
108 2024/8/4 R0O0452294 1-3] A
REC1-142 99 1 INJURY/ FATAL SEPSIS
CMUH112- 100000542 LIFE THREATENING
109 2024/8/9 Initial R0O0452294 23] A
REC1-142 96 SIGMA PERFORATION
CMUH112- 100000542 LIFE THREATENING
110 2024/8/9 Initial RO5541077 23| A
REC1-142 96 SIGMA PERFORATION
CMUH112- 100000542 . LIFE THREATENING
111 2024/8/9 Initial RO7082859 23| A
REC1-142 96 SIGMA PERFORATION
1~
7:0th
er
medic
CMUH112- 100000541 FATAL CARDIAC
112 2024/8/10 Initial R0O5541077 ally | A
REC1-142 78 ARREST
impor
tant
condi
tion
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1~
7:0th
er
medic
CMUH112- 100000541 . FATAL CARDIAC
113 2024/8/10 Initial R0O0452294 ally A
REC1-142 78 ARREST ]
impor
tant
condi
tion
LIFE THREATENING
FEBRILE
CMUH112- follow up NEUTROPENIA, LIFE
114 2024/3/16 | 3529078 R0O5541077 2 A
REC1-142 3 THREATENING
NEUTROPHIL COUNT
DECREASED
LIFE THREATENING
FEBRILE
CMUH112- follow up NEUTROPENIA, LIFE
115 2024/3/16 | 3529078 R0O0452294 2 A
REC1-142 3 THREATENING
NEUTROPHIL COUNT
DECREASED
LIFE THREATENING
CMUH112- 100000461 |follow up
116 2024/7/30 RO7082859 | NEUTROPENIC FEVER, 2 A
REC1-142 44 2
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000461 |follow up
117 2024/7/30 RO5541077 | NEUTROPENIC FEVER,| 2 A
REC1-142 44 2
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000461 |follow up
118 2024/7/30 R0O0452294 | NEUTROPENIC FEVER,| 2 A
REC1-142 44 2
NEUTROPENIA
CMUH112- 100000488 LIFE THREATENING
119 2024/8/2 Initial R0O0452294 23| A
REC1-142 06 SEPSIS
FATAL SEPSIS, FATAL
CMUH112- 100000497 |follow up
120 2024/8/4 R0O0452294 ACUTE KIDNEY 1-3] A
REC1-142 99 2
INJURY
114 &# 17 2p % 66 F ¥ 79 F
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CMUH112- 100000497 |follow up
121 2024/8/4 RO7082859 FATAL SEPSIS 1-3| A
REC1-142 99 2
CMUH112- 100000497 |follow up FATAL ACUTE KIDNEY
122 2024/8/4 RO5541077 1-3] A
REC1-142 99 2 INJURY
CMUH112- 100000461 |follow up LIFE THREATENING
123 2024/7/30 RO5541077 2 A
REC1-142 44 3 LYMPHOPENIA
CMUH112- 100000461 |follow up LIFE THREATENING
124 2024/7/30 R0O0452294 2 A
REC1-142 44 3 LYMPHOPENIA
2~
3
7:0th
er
SECONDARY _
CMUH112- 100000656 |follow up medic
125 2024/8/17 R0O0452294 HEMOPHAGOCYTIC A
REC1-142 98 1 ally
SYNDROME _
impor
tant
condi
tion
2~
3
7:0th
er
SECONDARY _
CMUH112- 100000656 |follow up medic
126 2024/8/17 RO5541077 HEMOPHAGOCYTIC A
REC1-142 98 1 ally
SYNDROME _
impor
tant
condi
tion
1142 1% 2 p % 67 F ¥ 79 F
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2
3
7:0th
er
SECONDARY )
CMUH112- 100000656 |follow up medic
127 2024/8/17 RO7082859 HEMOPHAGOCYTIC A
REC1-142 98 1 ally
SYNDROME _
impor
tant
condi
tion
CMUH112- 100000115 |follow up
128 2024/6/22 RO7082859 SEPTICEMIA 23| A
REC1-142 12 2
CMUH112- 100000461 |follow up LIFE THREATENING
129 2024/7/30 RO7082859 2 A
REC1-142 44 4 LYMPHOPENIA
2~
3~
7:0th
er
LIFE THREATENING )
CMUH112- 100000656 . medic
130 2024/8/20 Initial RO5541077 INTESTINAL FUNGAL A
REC1-142 98 ally
INFECTION
impor
tant
condi
tion
25
3
7:0th
er
LIFE THREATENING )
CMUH112- 100000656 N medic
131 2024/8/20 Initial RO7082859 INTESTINAL FUNGAL A
REC1-142 98 ally
INFECTION )
impor
tant
condi
tion
114 &# 17 2p % 68 F ¥ 79 F
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LIFE THREATENING )
CMUH112- 100000656 medic
132 2024/8/20 Initial RO0452294 INTESTINAL FUNGAL A
REC1-142 98 ally
INFECTION )
impor
tant
condi
tion
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747
133 2024/9/4 Initial R0O5541077 DECREASED, LIFE 2~3| A
REC1-142 65
THREATENING
LEUKOPENIA
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747
134 2024/9/4 Initial RO7082859 DECREASED, LIFE 2~3| A
REC1-142 65
THREATENING
LEUKOPENIA
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747
135 2024/9/4 Initial R00452294 DECREASED, LIFE 2~3| A
REC1-142 65
THREATENING
LEUKOPENIA
FATAL PNEUMONIA,
CMUH112- 100000417 |follow up
136 2024/7/28 RO0452294 | LYMPHOCYTE COUNT |13 A
REC1-142 33 1
DECREASED
CMUH112- 100000417 |follow up LYMPHOCYTE COUNT
137 2024/7/28 RO5541077 1-3| A
REC1-142 33 1 DECREASED
CMUH112- 100000417 |follow up
138 2024/7/28 R0O0452294 FATAL PNEUMONIA |[1-3| A
REC1-142 33 1
114 &# 1% 2p % 69 F -x 79 F
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LIFE THREATENING
CMUH112- 100000823 THROMBOEMBOLIC

139 2024/9/13 Initial R0O5541077 23 A

REC1-142 93 EVENTPULMONARY
EMBOLISM

LIFE THREATENING

CMUH112- 100000823 . THROMBOEMBOLIC

140 2024/9/13 Initial R0O0452294 23 A

REC1-142 93 EVENTPULMONARY
EMBOLISM
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747 |follow up
141 2024/9/4 RO0452294 DECREASED, LIFE 23| A
REC1-142 65 1
THREATENING
LEUKOPENIA
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747 |follow up
142 2024/9/4 RO5541077 DECREASED, LIFE 23| A
REC1-142 65 1
THREATENING
LEUKOPENIA
LIFE THREATENING
NEUTROPHIL COUNT
CMUH112- 100000747 |follow up
143 2024/9/4 RO7082859 DECREASED, LIFE |2~3| A
REC1-142 65 1
THREATENING
LEUKOPENIA
CMUH112- 100000656 |follow up 1-

144 2024/8/14 RO5541077 FATAL INFECTION A
REC1-142 98 1 2~3
CMUH112- 100000656 |follow up 1-

145 2024/8/14 RO0452294 FATAL INFECTION A
REC1-142 98 1 2~3
CMUH112- 100000656 |follow up 1-

146 2024/8/14 RO7082859 FATAL INFECTION A
REC1-142 98 1 2~3
CMUH112- 100000778 o LIFE THREATENING

147 2024/9/7 Initial RO5541077 231 A
REC1-142 09 DIARRHEA
CMUH112- 100000778 o LIFE THREATENING

148 2024/9/7 Initial R0O0452294 231 A
REC1-142 09 DIARRHEA

1141 2p % 70 F % I
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FATAL SYMPTOMATIC
CMUH112- 100000785 GENERAL PHYSICAL
149 2024/8/23 Initial RO7082859 1 A
REC1-142 58 HEALTH
DETERIORATION
FATAL SYMPTOMATIC
CMUH112- 100000785 |follow up GENERAL PHYSICAL
150 2024/8/23 RO7082859 1 A
REC1-142 58 1 HEALTH
DETERIORATION
FATAL SECONDARY
CMUH112- 100000656 |follow up 1~
151 2024/8/14 RO0452294 HEMOPHAGOCYTIC A
REC1-142 98 2 2~3
SYNDROME
FATAL
CMUH112- 100000656 |follow up HAEMOPHAGOCYTIC | 1~
152 2024/8/14 RO5541077 A
REC1-142 98 2 LYMPHOHISTIOCYTOSI|2 ~ 3
S, INFECTION
FATAL SECONDARY
CMUH112- 100000656 |follow up HEMOPHAGOCYTIC 1-
153 2024/8/14 RO5541077 A
REC1-142 98 2 SYNDROME, 2~3
INFECTION
FATAL
CMUH112- 100000656 |follow up HAEMOPHAGOCYTIC | 1~
154 2024/8/14 RO7082859 A
REC1-142 98 2 LYMPHOHISTIOCYTOSI|2 ~ 3
S, INFECTION
FATAL SECONDARY
CMUH112- 100000656 |follow up HEMOPHAGOCYTIC 1-
155 2024/8/14 RO7082859 A
REC1-142 98 2 SYNDROME, 2-~3
INFECTION
CMUH112- 100000886 o LIFE THREATENING
156 2024/8/27 Initial R0O0452294 2 A
REC1-142 94 NEUTROPENIA
CMUH112- 100000886 o LIFE THREATENING
157 2024/8/27 Initial RO5541077 2 A
REC1-142 94 NEUTROPENIA
CMUH112- 100000886 [follow up LIFE THREATENING
158 2024/8/27 RO5541077 2 A
REC1-142 94 1 NEUTROPENIA
CMUH112- 100000886 |follow up LIFE THREATENING
159 2024/8/27 R0O0452294 2 A
REC1-142 94 1 NEUTROPENIA
11421 % 2 p $ 71 F %79 F
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CMUH112- 100000488 |follow up LIFE THREATENING
160 2024/8/2 R0O0452294 23| A
REC1-142 06 1 SEPSIS
LIFE THREATENING
CMUH112- 100000989
161 2024/10/2 Initial RO7082859 FEBRILE 23| A
REC1-142 92
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000989
162 2024/10/2 Initial RO5541077 FEBRILE 23| A
REC1-142 92
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000989
163 2024/10/2 Initial R0O0452294 FEBRILE 23| A
REC1-142 92
NEUTROPENIA
CMUH112- 100001013 - LIFE THREATENING
164 2024/10/4 Initial RO5541077 2 A
REC1-142 27 INFECTION
CMUH112- 100000778 |follow up
165 2024/9/7 R0O0452294 DIARRHEA 23| A
REC1-142 09 1
CMUH112- 100000778 |follow up
166 2024/9/7 RO5541077 DIARRHEA 23| A
REC1-142 09 1
LIFE THREATENING
CMUH112- 100000989 |follow up
167 2024/10/2 RO5541077 FEBRILE 23| A
REC1-142 92 1
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000989 |follow up
168 2024/10/2 R0O0452294 FEBRILE 23| A
REC1-142 92 1
NEUTROPENIA
LIFE THREATENING
CMUH112- 100000989 |follow up
169 2024/10/2 RO7082859 FEBRILE 23| A
REC1-142 92 1
NEUTROPENIA
CMUH112- 100001013 LIFE THREATENING
170 2024/10/4 Initial R0O0452294 2 A
REC1-142 27 INFECTION
CMUH112- 100000476 |follow up LIFE THREATENING
171 2024/7/31 R0O0452294 23| A
REC1-142 26 1 PNEUMONIA
CMUH112- 100000115 |follow up LIFE THREATENING
172 2024/6/22 RO4877533 23| A
REC1-142 12 3 SEPTIC SHOCK
114 # 12 2 p % 72 F ¥ 79 F
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FATAL FEBRILE
CMUH112- 100000461 |follow up NEUTROPENIA, FATAL
173 2024/7/29 R0O0452294 1-3] A
REC1-142 87 1 SEPSIS
SHOCK
FATAL FEBRILE
CMUH112- 100000461 |follow up NEUTROPENIA, FATAL
174 2024/7/29 RO5541077 1-3] A
REC1-142 87 1 SEPSIS
SHOCK
CMUH112- 100001013 |follow up
175 2024/10/4 RO0452294 INFECTIONS 2 A
REC1-142 27 1
CMUH112- 100001013 |follow up
176 2024/10/4 RO5541077 INFECTIONS 2 A
REC1-142 27 1
FATAL
CMUH112- 100000823 |follow up THROMBOEMBOLIC
177 2024/9/9 RO5541077 1-3] A
REC1-142 93 1 EVENT- PULMONARY
EMBOLISM
FATAL
CMUH112- 100000823 |follow up THROMBOEMBOLIC
178 2024/9/9 R0O0452294 1-3] A
REC1-142 93 1 EVENT- PULMONARY
EMBOLISM
FATAL PULMONARY
CMUH112- 100000823 |follow up FIBROSIS-INTERSTITIA| 1~
179 2024/9/9 RO5541077 A
REC1-142 93 2 L LUNG 2 ~3
DISEASE
FATAL LUNG
CMUH112- 100000823 |follow up 1-
180 2024/9/9 R0O0452294 INFECTION- A
REC1-142 93 2 ~3
PNEUMONIA
FATAL PULMONARY
FIBROSIS-INTERSTITIA
CMUH112- 100000823 |follow up L LUNG 1~
181 2024/9/9 RO0452294 A
REC1-142 93 3 DISEASE, FATAL LUNG (2 ~ 3
INFECTION-PNEUMONI
A
CMUH112- 100000497 |follow up ACUTE KIDNEY
182 2024/8/4 RO5541077 1-3] A
REC1-142 99 3 INJURY
114# 1% 2p $ 73 F % 79 F
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CMUH112- 100000497 |follow up ACUTE KIDNEY
183 2024/8/4 RO7082859 1-3] A
REC1-142 99 3 INJURY
1) HEMORRHAGE OF
LOWER DIGESTIVE
CMUH113- 2024-14825|follow up| 1) BLINDED 2~
184 2024/9/16 TRACT A
REC1-095 7(5) 5 CC-99282 37
2) HEMORRHAGIC
SHOCK
1) HEMORRHAGE OF
LOWER DIGESTIVE
CMUH113- 2024-14825|follow up| 1) BLINDED 2~
185 2024/9/16 TRACT A
REC1-095 7(6) 6 CC-99282 37
2) HEMORRHAGIC
SHOCK
1) HEMORRHAGE OF
LOWER DIGESTIVE
CMUH113- 2024-14825|follow up| 1) BLINDED 2~
186 2024/9/16 TRACT A
REC1-095 7(7) 7 CC-99282 37
2) HEMORRHAGIC
SHOCK
1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
187 2024/10/3 2~ | A
REC1-095 8(3) 3 CC-99282 2) FEBRILE a7
NEUTROPENIA
1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
188 2024/10/3 o« | A
REC1-095 8(4) 4 CC-99282 2) FEBRILE a7
NEUTROPENIA
1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
189 2024/10/3 o« | A
REC1-095 8(5) 5 CC-99282 2) FEBRILE a7
NEUTROPENIA
1) INFECTIOUS .
CMUH113- 2024-15693|follow up| 1) BLINDED PNEUMONIA
190 2024/10/3 2« | A
REC1-095 8(6) 6 CC-99282 2) FEBRILE 3.7
NEUTROPENIA
114 # 1% 2 p $ 74 F £ 79 F
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1) ACUTE PULMONARY
CMUH113- 2024-16179|follow up| 1) BLINDED OEDEMA 2~
191 2024/10/1 A
REC1-095 4(1) 1 CC-99282 2) THROMBOPENIA |3~7
3) NEUTROPENIA
1) ACUTE PULMONARY
CMUH113- 2024-16179|follow up| 1) BLINDED OEDEMA 2~
192 2024/10/1 A
REC1-095 4(2) 2 CC-99282 2) THROMBOPENIA |37
3) NEUTROPENIA
1) ACUTE PULMONARY
CMUH113- 2024-16179|follow up| 1) BLINDED OEDEMA 2~
193 2024/10/1 A
REC1-095 4(3) 3 CC-99282 2) THROMBOPENIA |37
3) NEUTROPENIA
1) ACUTE PULMONARY
OEDEMA
CMUH113- 2024-16179|follow up| 1) BLINDED 2) THROMBOPENIA 2~
194 2024/10/1 A
REC1-095 4(4) 4 CC-99282 3) NEUTROPENIA |37
4) BILATERAL
PLEURAL EFFUSION
CMUH113- 2024-16903 . 1) BLINDED 2~
195 2024/10/24 Initial 1) PNEUMONIA A
REC1-095 1(0) CC-99282 3~7
CMUH113- 2024-16903|follow up| 1) BLINDED 2~
196 2024/10/24 1) PNEUMONIA A
REC1-095 1(1) 1 CC-99282 3~7
1~
CMUH113- 2024-16903|follow up| 1) BLINDED 1) PNEUMONIA
197 Unknown 2- | A
REC1-095 1(2) 2 CC-99282 2) SEPSIS 3.7
CMUH113- 2024-17006 . 1) BLINDED 2~
198 2024/10/26 Initial 1) SEPSIS A
REC1-095 6(0) CC-99282 3+7
CMUH113- 2024-17006|follow up| 1) BLINDED 2~
199 2024/10/26 1) SEPSIS A
REC1-095 6(1) 1 CC-99282 3+7
11417 25p $ 75 F % 79 F
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malignant neoplasm
progression [Malignant
#1) neoplasm progression]
CMUH111- 2107USAO |Followup
200 20211712 CAPECITABIN| Platelet Count Decreased | 1,3 | A
REC1-135 06720 1
E [Platelet count decreased]
Blood bilirubin increased
[Blood bilirubin increased]
malignant neoplasm
progression [Malignant
neoplasm progression]
#1) Platelet Count Decreased
CMUH111- 2107USAO |Followup
201 20217712 CAPECITABIN | [Platelet count decreased] | 1,3 | A
REC1-135 06720 2
E Blood bilirubin increased
[Blood bilirubin increased]
Blood bilirubin increased
[Blood bilirubin increased]
#1)
CMUH111- 2409FRAQ |Followup| PEMBROLIZU | Unknown cause of death
202 2024/9/24 1 A
REC1-135 09704 5 MAB [Death]
#2 ) MK-7902
#1) MK-7902
CMUH111- 2407CANO |Followup #2) Aspiration Pneumonia
203 2024/7/5 ] o 13 A
REC1-135 03752 7 PEMBROLIZU | [Pneumonia aspiration]
MAB
malignant neoplasm
#1) progression [Malignant
CMUH111- 2107USAO |Followup )
204 20217712 CAPECITABIN| neoplasm progression] | 1,3 [ A
REC1-135 06720 3
E Platelet Count Decreased
[Platelet count decreased]
CMUH111- 2410FRAOQ |Followup Progressive disease
205 2024/8/17 #1) MK-7902 _ _ 1|1 A
REC1-135 02235 3 [Disease progression]
FATAL ACUTE LIVER
CMUH112- follow up
206 2024/5/11 | 3569081 R0O3208209 | FAILURE, FATALLOW [1~3| A
REC1-071 1
BACK PAIN
114# 1% 2p $ 76 F 2 79 F
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FATAL ACUTE LIVER
CMUH112- follow up
207 2024/5/11 | 3569081 RO7023677 FAILURE, FATALLOW |1~3] A
REC1-071 1
BACK PAIN
CMUH112- follow up
208 2024/4/29 | 3569081 RO7023677 LOW BACK PAIN 1-3| A
REC1-071 1
CMUH112- 100000553
209 2024/8/9 Initial RO3208209 |[UNEXPLAINED DEATH| 1 A
REC1-071 02
CMUH112- 100000553
210 2024/8/9 Initial RO7113755 |[UNEXPLAINED DEATH| 1 A
REC1-071 02
CMUH112- 100000909 FATAL PERFORATED
211 2024/6/20 Initial RO7023677 1-3] A
REC1-071 39 PEPTIC ULCER
CMUH112- 100000909 |follow up PERFORATED PEPTIC
212 2024/6/20 RO7023677 1-3] A
REC1-071 39 1 ULCER
(] FRPH -
EZ G jtlF f# }1 i i IE %‘ ﬁ
# i o
B > ¢ % ey FHEPF
[z =% 21454 ]
3 s Piﬂ%&é&‘é#ﬂ & #- - MK-7902 LENVATINIB
1. | CMUHLLI-RECI-135 | i 6:) DIEARL PR 2024 £ 020 13 3 2024 & 08
4 12 p
[z < 2144 ]
*E%KE P LA 0 MK-3475 Pembrolizumab
- - ER- | v
2. | CMUHL07-RECI-174 | 1 &% *E > MRS F 2024 2037 04 p I 2024 & Q09
" 03 p
3. | CMUH111-REC1-208 | +k< ~ | (3% i £ 47 gegp 2 ]
(2% 2paE2]
¥ % 2% 2 ¥ Daplusiran/Tomligisiran
Bepirovirsen 2 % > 3F L > @R HF S B 5 16
Aug 2024 3 31 Oct 2024 (Daplusiran/Tomligisiran) fe
01 May 2024 = 31 Oct 2024 (Bepirovirsen) o %5k % 3
4. | CMUH113-REC1-154 | # = = Daplusiran/Tomligisiran {= Bepirovirsen 2
benefit-risk profile 5 # 3 1 X #@% 7 #¥&
7 o
1. SUSAR Listing from 16 Aug 2024 to 31 Oct 2024 -
Daplusiran/Tomligisiran 21 Nov 2024
2. SUSAR Listing from 01 May 2024 to 31 Oct 2024 -
Bepirovirsen 21 Nov 2024
114 & 1% 2p ¥ 77 F % 79 F
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¥ ¥ 25k & £ Dostarlimab(GSK4057190) 2. ¥ #F % >
R4 5 W IFEF 5 01May2024 & 310ct2024 - 3#5%
# ¥ Dostarlimab(GSK4057190) z_ benefit-risk profile
FEE SRRl & St
1. SUSAR Listing from 01 May 2024 to 31 Oct 2024 -
Dostarlimab 21 Nov 2024
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