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REC1-046 05868 4 ) Solution for

injection

113 & 7% 17 p
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

CMUH113- 2402BRAO |Followup (3475
2024/1/18 bronchial infecction/ | 2.3.7
REC1-046 01283 6 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

Other Serious Criteria:

Medically Significant

pneumonia [Pneumonia]

pneumonia [Pneumonia]

Injection

#1 ) MK-3475

CMUH113- 2402CANO [Followup | (pembrolizumab
2024/2/15 Myocarditis [Myocarditis] | 1.2.3
REC1-046 05868 5 ) Solution for

injection

#1 ) MK-3475

Other Serious Criteria:
CMUH113- 2402CANO |Followup | (pembrolizumab 1.2.3.
2024/2/15 Medically Significant
REC1-046 05868 6 ) Solution for 7
Myocarditis [Myocarditis]

injection

113 &7 7 17 p 5317 %8 F
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

Suspected autoimmune
hepatitis [Autoimmune
hepatitis]
CMUH113- 2402POLO0(Followup (3475
2024/2/24 Cardiac tamponade 2.3

REC1-046 8727 5 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

[Cardiac tamponade]
Acute renal failure [Acute

kidney injury]

Injection

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

Other Serious Criteria:
Medically Significant

CMUH113- 2402BRAO |Followup (3475 1.2.3.
2024/1/18 bronchial infecction /

REC1-046 01283 7 SOLUTION 7
pneumonia [Pneumonia]
FOR

INJECTION

STUDY)
(SACITUZUM
AB
GOVITECAN)

pneumonia [Pneumonial

Injection

113 &7 7% 17 p ¥ 32 % 8 |
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
Other Serious Criteria:
B GOVITECAN
Medically Significant
CMUH113- 2402BRAO |Followup (3475 1.2.3.
2024/1/18 bronchial infecction /
REC1-046 01283 8 SOLUTION 7
pneumonia [Pneumonia]
FOR
pneumonia [Pneumonia]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
Other Serious Criteria:
CMUH113- 2402CANO |Followup | (pembrolizumab 1.2.3.
2024/2/15 Medically Significant
REC1-046 05868 7 ) Solution for 7
Myocarditis [Myocarditis]
injection

113 &7 7 17 p ¥ 33 F % 8 F




RPFSEARFRAEIGRAN LS - FRLNY
ERE AT L ERES( KR

—

113 & 7% 17 p
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B X 2HF | FEH
e ML | AP Y Vi FRE % | 3R
B 2 5 &
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA Bacterial pneumonia
B GOVITECAN]| [Pneumonia bacterial]
CMUH113- 2310JPNOO |Followup (3475 aspiration pneumonia
19. 2023/10/8 1.3 A
REC1-046 3420 14 SOLUTION [Pneumonia aspiration]
FOR Organising pneumonia
INJECTION [Organising pneumonia]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Suspected autoimmune
SACITUZUMA
hepatitis [Autoimmune
B GOVITECAN
hepatitis]
CMUH113- 2402POLO0|Followup (3475
20. 2024/2/24 Cardiac tamponade 23 A
REC1-046 8727 6 SOLUTION
[Cardiac tamponade]
FOR
Acute renal failure [Acute
INJECTION
kidney injury]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
% 34 F > x 8 F
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21,

CMUH113-
RECI1-046

2024/1/18

2402BRA0
01283

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

Followup
9

Injection

Other Serious Criteria:
Medically Significant
pneumonia [Pneumonia]
bronchial infecction /

pneumonia [Pneumonia]

1.2.3.

22,

CMUH113-
RECI1-046

2024/2/24

2402POL00
8727

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

AB
GOVITECAN)

Followup

7

Injection

Suspected autoimmune
hepatitis [Autoimmune
hepatitis]
Acute renal failure [Acute
kidney injury]
Cardiac tamponade

[Cardiac tamponade]

23

113 & 7% 17 p
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23.

CMUH113-
RECI1-046

2024/1/18

2402BRA0
01283

Followup
10

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

Injection

bronchial infecction /

pneumonia [Pneumonia]

pneumonia [Pneumonia]

1.23

24,

CMUH113-
RECI1-046

2023/12/17

2312BRA0O
07462

Followup

6

#1 ) MK-3475
(pembrolizumab
) Solution for

injection

PULMONARY

[Pulmonary embolism]

THROMBOEMBOLISM

pneumonitis [Pneumonitis]

1.2.3.

113 & 7% 17 p
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A-LZEZRFAXFEERES(C K
B X 2HF | FEH
e ML | AP Y GE:E T FRE &5 |37
B 2 5 &
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
Other Serious Criteria:
#2)
Medically Significant
SACITUZUMA
Suspected autoimmune
B GOVITECAN
hepatitis [Autoimmune
CMUH113- 2402POL00|Followup (3475
25, 2024/2/24 hepatitis] 2371 A
REC1-046 8727 8 SOLUTION
Acute renal failure [Acute
FOR
kidney injury]
INJECTION
Cardiac tamponade
STUDY)
[Cardiac tamponade]
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475 PULMONARY
CMUH113- 2312BRAO |Followup | (pembrolizumab| THROMBOEMBOLISM [1.2.3.
26. 2023/12/17 A
RECI1-046 07462 7 ) Solution for [Pulmonary embolism] 4

injection

pneumonitis [Pneumonitis]

113 & 7% 17 p
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
B GOVITECAN

pneumonia [Pneumonia]
CMUH113- 2402BRAO |Followup (3475

2024/1/18 bronchial infecction / 1.2.3
REC1-046 01283 11 SOLUTION
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

pneumonia [Pneumonia]

Injection

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA Bacterial pneumonia
B GOVITECAN| [Pneumonia bacterial]

CMUH113- 2310JPNOO |Followup (3475 aspiration pneumonia
2023/10/8 1.3
REC1-046 3420 15 SOLUTION [Pneumonia aspiration]
FOR Organising pneumonia
INJECTION [Organising pneumonia]
STUDY)
(SACITUZUM
AB

GOVITECAN)

Injection
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29.

CMUH113-
RECI1-046

2024/1/18

2402BRA0
01283

Followup
12

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

Injection

bronchial infecction /

pneumonia [Pneumonia]

pneumonia [Pneumonia]

1.23

30.

CMUH113-
RECI1-046

2023/12/17

2312BRA0O
07462

Followup

8

#1 ) MK-3475
(pembrolizumab
) Solution for

injection

PULMONARY

[Pulmonary embolism]

THROMBOEMBOLISM

pneumonitis [Pneumonitis]

1.23

113 & 7% 17 p
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P~
B X 2HF | FEH
e ML | AP Y GE:E T FRE % | 3R
B 2 5 &
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
SACITUZUMA
Other Serious Criteria:
B GOVITECAN
Medically Significant
CMUH113- 2402BRAO |Followup (3475 1.2.3.
31. 2024/1/18 pneumonia [Pneumonia] A
REC1-046 01283 13 SOLUTION 7
bronchial infecction /
FOR
pneumonia [Pneumonia]
INJECTION
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Suspected autoimmune
SACITUZUMA
hepatitis [Autoimmune
B GOVITECAN
hepatitis]
CMUH113- 2402POLO0|Followup (3475
32. 2024/2/24 Cardiac tamponade 23 A
REC1-046 8727 9 SOLUTION
[Cardiac tamponade]
FOR
Acute renal failure [Acute
INJECTION
kidney injury]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection
% 40 F > % 8 F
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33.

CMUH113-
RECI1-046

2023/10/8

2310JPNOO
3420

Followup

16

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

Injection

aspiration pneumonia
[Pneumonia aspiration]
Bacterial pneumonia
[Pneumonia bacterial]
Organising pneumonia

[Organising pneumonia]

1.3

34.

CMUH113-
RECI1-046

2023/9/27

2309POL00
9856

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]

2.7

113 & 7% 17 p
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#1 ) MK-3475
CMUH113- 2402CANO [Followup | (pembrolizumab
35. 2024/2/15 Myocarditis [Myocarditis] [ 1.2.3] A
REC1-046 05868 8 ) Solution for
injection
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
Suspected autoimmune
SACITUZUMA
hepatitis [Autoimmune
B GOVITECAN
hepatitis]
CMUH113- 2402POLO0|Followup (3475
36. 2024/2/24 Cardiac tamponade 23 A
REC1-046 8727 10 SOLUTION
[Cardiac tamponade]
FOR
Acute renal failure [Acute
INJECTION
kidney injury]
STUDY)
(SACITUZUM
AB
GOVITECAN)
Injection

113 & 7% 17 p
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37.

CMUH113-
RECI1-046

2024/1/18

2402BRA0
01283

Followup
14

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

Injection

pneumonia [Pneumonia]
bronchial infecction /

pneumonia [Pneumonia]

1.23

38.

CMUH113-
RECI1-046

2024/2/15

2402CANO
05868

Followup

9

#1 ) MK-3475
(pembrolizumab
) Solution for

injection

Myocarditis [Myocarditis]

1.23

113 & 7% 17 p
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39.

CMUH113-
RECI1-046

2024/2/24

2402POL00

8727

Followup

11

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

Injection

Suspected autoimmune
hepatitis [Autoimmune
hepatitis]
Cardiac tamponade

[Cardiac tamponade]

Acute renal failure [Acute

kidney injury]

23

40.

CMUH113-
RECI1-046

2024/1/18

2402BRAO0
01283

Followup

15

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

AB
GOVITECAN)

Injection

pneumonia [Pneumonia]
bronchial infecction /

pneumonia [Pneumonia]

1.23

113 & 7% 17 p
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41.

CMUH113-
RECI1-046

2024/2/24

2402POL00

8727

Followup

12

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

Injection

Suspected autoimmune
hepatitis [Autoimmune
hepatitis]
Cardiac tamponade

[Cardiac tamponade]

Acute renal failure [Acute

kidney injury]

23

42.

CMUH113-
RECI1-046

2024/1/18

2402BRAO0
01283

Followup

16

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

AB
GOVITECAN)

Injection

pneumonia [Pneumonia]
bronchial infecction /

pneumonia [Pneumonia]

1.23

113 & 7% 17 p
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#1) MK-3475

Other Serious Criteria:
CMUH113- 2402CANO [Followup | (pembrolizumab
43. 2024/2/15

1.2.3.
REC1-046 05868 10

Medically Significant A
) Solution for 7

Myocarditis [Myocarditis]
injection

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

B GOVITECAN

pneumonia [Pneumonia]
CMUH113- 2402BRAO |Followup (3475
44, 2024/1/18

bronchial infecction / 1.231 A
REC1-046 01283 17

SOLUTION
pneumonia [Pneumonia]
FOR
INJECTION
STUDY)
(SACITUZUM
AB

GOVITECAN)

Injection

113 & 7% 17 p
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45.

CMUH113-
RECI1-046

2402POL00
8727

2024/2/24

Followup
13

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

Injection

Acute renal failure [Acute

Suspected autoimmune
hepatitis [Autoimmune
hepatitis]
Cardiac tamponade

[Cardiac tamponade]

kidney injury]

23

46.

CMUH113-
RECI1-046

2309POL00
9856

2023/9/27

Followup

1

#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]

2.7

113 & 7% 17 p




6@## §%w@§mpiﬁﬂiﬁg¥—$ﬁiﬁg

—

P~

ERPAXFREHRREC RE)

e | EA Y

% AR
2 ¥

RiE )

5]

"rﬁ
bl

ks

FAEE

Rt
*ﬂ

e

47.

CMUH113-
REC1-046

2024/2/15

2402CANO
05868

Followup
11

#1 ) MK-3475
(pembrolizumab
) Solution for

injection

Myocarditis [Myocarditis]

1.23

48.

CMUH113-
RECI1-046

2024/5/13

2405ROU0
04495

Initial

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

Injection

Sepsis [Sepsis]

23

113 & 7% 17 p
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49,

CMUH113-
RECI1-046

2024/2/24

2402POL00

8727

Followup
14

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

Injection

Suspected autoimmune

hepatitis [Autoimmune

hepatitis]

Cardiac tamponade

[Cardiac tamponade]

23

50.

CMUH113-
RECI1-046

2023/9/27

2309POL00
9856

Followup

2

#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]

3.7

113 & 7% 17 p
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51.

CMUH113-
RECI1-046

2024/2/24

2402POL00

8727

Followup

15

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

Injection

Autoimmune hepatitis
[Autoimmune hepatitis]
Cardiac tamponade

[Cardiac tamponade]

23

52.

CMUH113-
RECI1-046

2024/5/13

2405ROU0
04495

Followup

1

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

AB
GOVITECAN)

Injection

Sepsis [Sepsis]

23

113 & 7% 17 p
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53.

CMUH113-
RECI1-046

2024/2/24

2402POL00

8727

Followup

16

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

Injection

Autoimmune hepatitis
[Autoimmune hepatitis]
Cardiac tamponade

[Cardiac tamponade]

23

54,

CMUH113-
RECI1-046

2024/5/13

2405ROU0
04495

Followup

2

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

AB
GOVITECAN)

Injection

Sepsis [Sepsis]

23

113 & 7% 17 p
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A-LZE2RFAXFAEERESC 2R
B X 2HF | FEH
eSS | FAp TRER A 5k |
B 2 5 &
2,3,
7:Imp
2024A1263 AZD0901/ INTERSTITIAL LUNG
CMUH112- ortant
55. 2024/5/29 86 Initial | GEMCITABIN | DISEASE (Interstitial lung A
REC1-184 medic
(E7401002) E disease) |
a
event
2,3,
1.INTERSTITIAL LUNG |7:Imp
2024A1263 AZD0901/
CMUH112- follow up DISEASE (Interstitial lung [ortant
56. 2024/5/23 86 STUDY A
RECI1-184 1 disease) medic
(E7401002) PROCEDURE
2.FEVER (Pyrexia) al
event
1,2,
3,
1.INTERSTITIAL LUNG
2024A1263 AZD0901/ 7:Imp
CMUH112- follow up DISEASE (Interstitial lung
57. 2024/5/23 86 STUDY ortant| A
REC1-184 2 disease)
(E7401002) PROCEDURE medic
2.FEVER (Pyrexia) |
a
event
Hypo-osmolality and
CMUHI11- 2406 TWNO |follow up
58. 2024/6/15 #1 ) MK-7902 hyponatremia 2,3 A
RECI1-135 05973 1
[Hyponatraemia]
Hypo-osmolality and
CMUHI11- 2406TWNO |follow up
59. 2024/6/15 #1 ) MK-7902 hyponatremia 2,3 A
RECI1-135 05973 2
[Hyponatraemia]
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60.

CMUH112-
REC1-193

2024/4/10

2024HU00
5739

Initial

RESIQUIMOD,
PEMBROLIZU

MAB

Fistula [Fistula]

Fistula [Fistula]
Fistula [Fistula]
Abscess]

ATL level rise [Alanine

Abscess

aminotransferase
increased]

AST level rise [Aspartate
aminotransferase
increased]
Increase in potassium level
[Blood potassium
increased]

Pain [Pain]

2,3,6

61.

CMUHI111-
RECI1-016

2024/2/17

2024A0420
06

Initial

Blinded for

Investigator

1.POSTERIOR STEMI
(Acute myocardial
infarction)
2.CARDIAC ARREST

(Cardiac arrest)

62.

CMUHI111-
RECI1-016

2024/2/17

2024A0420
06

follow up

1

Blinded for

Investigator

1.POSTERIOR STEMI
(Acute myocardial
infarction)
2.CARDIAC ARREST

(Cardiac arrest)

2,3,

Impor
tant
medic
al

event
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63.

CMUHI111-
RECI-016

2023/6/15

2023A1398
13

follow up

2

Blinded for

Investigator

1.SEVERE
INVESTIGATION
PRODUCT ALLERGIC
OR CONSUMPTION OF
PHYTOTHERAPY
REACTION (Drug
hypersensitivity)
2.COPD
EXACERBATION
(Chronic obstructive

pulmonary disease)

27 39

Impor
tant
medic
al

event

64.

CMUHI111-
RECI-016

2024/2/23

2024A0535
87

follow up

1

Blinded for

Investigator

1.SEVERE PNEUMONIA
(Pneumonia)
2.CARDIAC
INSUFFICIENCY
(Cardiac failure)
3.AECOPD (Chronic
obstructive pulmonary
disease)

4 MULTI-ORGAN
DYSFUNCTION (RENAL
INSUFFICIENCY,
HEPATIC
INSUFFICIENCY)
(Multiple organ
dysfunction syndrome)
5.TYPE I EXPIRATORY
FAILURE (Respiratory

failure)

1,2,
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65.

CMUHI111- 2024A1157

2024/4/25
RECI1-016

41

Initial

Blinded for

Investigator

1.SEPTIC SHOCK (Septic
shock)
2.PERITONITIS DUE TO
PERFORATION OF THE
SIGMOID COLON (Large
intestine perforation)
3.MULTIORGAN
FAILURE (ACUTE
RENAL FAILURE,
VENTILATORY
FAILURE,
COAGULOPATHY,
HYPERGLYCEMIA)

2,3,

Impor
tant | A
medic
al

event

(Multiple organ
dysfunction syndrome)
4.INTRA-ABDOMINAL
COLLECTION (Intra-

abdominal fluid collection)
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1.TYPE II EXPIRATORY
FAILURE (Respiratory
failure)
2.SEVERE PNEUMONIA
(Pneumonia)
3.CARDIAC
INSUFFICIENCY
(Cardiac failure)
CMUHI111- 2024A0535 |follow up| Blinded for 4.AECOPD (Chronic
66. 2024/2/23 L3 A
RECI1-016 87 2 Investigator obstructive pulmonary
disease)
5.MULTI-ORGAN
DYSFUNCTION (RENAL
INSUFFICIENCY,
HEPATIC
INSUFFICIENCY)
(Multiple organ
dysfunction syndrome)
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POL00|Followup injection
67. 2023/4/22 picture of emphysema 23 A
RECI1-156 3742 20 #2 ) BCG LIVE
[Chronic obstructive
(BCG live)
pulmonary disease]
Powder For
Instillation Fluid
CMUH112- 2023A1736 Asundexian vs. 1,2,
68. 2023/11/16 Fup#1 Aortic aneurysm rupture A
REC1-051 77 Placebo 3
CMUH112- 2024A0004 Asundexian vs.
69. 2023/12/31 Initial Aortic aneurysm rupture 1 A
REC1-051 49 Placebo
CMUH112- 2023A1863 Asundexian vs. 1,2,
70. 2023/12/28 Initial Haemorrhagic stroke A
REC1-051 38 Placebo 4
CMUH112- 2024A0004 Asundexian vs.
71. 2023/12/31 Fup #1 Aortic aneurysm rupture 1 A
REC1-051 49 Placebo
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CMUH112- 2023A1863 Asundexian vs. Haemorrhagic

72. 2023/12/28 Fup # 2 2,3 A
RECI1-051 38 Placebo transformation stroke
CMUH112- 2024A0004 Asundexian vs.

73. 2023/12/31 Fup #2 Aortic aneurysm rupture 1 A
REC1-051 49 Placebo
CMUH112- 2023A1578 Asundexian vs. Dieulafoy's vascular

74. 2023/10/31 Fup#3 2,3 A
RECI1-051 14 Placebo malformation;

CMUH112- 2024A0172 Asundexian vs.

75. 2024/1/9 Initial Death 1 A

REC1-051 26 Placebo
Pneumonia; Anaemia;
CMUH112- 2024A0129 Asundexian vs.

76. 2024/1/21 Fup#1 Metabolic acidosis; 1,3 A

REC1-051 60 Placebo
Gastroenteritis
CMUH112- 2023A1863 Asundexian vs.

7. 2023/12/28 Fup #2 Haemorrhagic stroke 1,24 A
REC1-051 38 Placebo
CMUH112- 2023A1279 Asundexian vs.

78. 2023/9/4 Fup # 4 Atrial thrombosis 1,71 A
REC1-051 79 Placebo
CMUH112- 2023A1703 Asundexian vs.

79. 2023/11/16 Fup #1 Death 1 A
REC1-051 79 Placebo
CMUH112- 2024A0197 Asundexian vs.

80. 2024/2/2 Initial Haemorrhage intracranial | 2 A
REC1-051 84 Placebo

Pneumonia; Anaemia;
CMUH112- 2024A0129 Asundexian vs.
81. 2024/1/21 Fup #2 Metabolic acidosis; 1,3 A
REC1-051 60 Placebo
Gastroenteritis
Dieulafoy's vascular
CMUH112- 2023A1578 Asundexian vs.

82. 2023/10/30 Fup # 4 malformation; 2,3 A

REC1-051 14 Placebo
Melaena
CMUHI112- 2024A0197 Asundexian vs. 1,2,

83. 2024/2/2 Fup # 1 Haemorrhage intracranial A
REC1-051 84 Placebo 3
CMUH112- 2024A0231 Asundexian vs. 2,3,

84. 2024/2/9 Initial Haemorrhage intracranial A
RECI1-051 23 Placebo 4

Gastric ulcer haemorrhage;
CMUHI112- 2024A0251 Asundexian vs.

85. 2024/2/5 Initial Pneumoperitoneum; 2,3 A

RECI1-051 86 Placebo
Hepatic haematoma
CMUH112- 2024A0258 Asundexian vs.

86. 2024/2/9 Initial Subarachnoid haemorrhage| 1 A

REC1-051 70 Placebo
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CMUH112- 2024A0197 Asundexian vs. 1,2,
87. 2024/2/2 Fup #2 Haemorrhage intracranial A
REC1-051 84 Placebo 3
Haemorrhagic
CMUH112- 2024A0290 Asundexian vs.
88. 2024/2/23 Initial transformation 2,3 A
REC1-051 71 Placebo
stroke
CMUH112- 2023A1497 Asundexian vs.
89. 2023/10/18 Fup#3 Haemorrhagic stroke 2,31 A
RECI1-051 77 Placebo
CMUH112- 2023A1703 Asundexian vs.
90. 2023/11/16 Fup #2 Death 1 A
RECI1-051 79 Placebo
CMUH112- 2024A0251 Asundexian vs. | Gastric ulcer perforation;
91. 2024/2/5 Fup # 1 2,31 A
REC1-051 86 Placebo Hepatic haematoma
Haemorrhagic
CMUH112- 2024A0231 Asundexian vs.
92. 2024/2/9 Fup#1 transformation 2341 A
RECI1-051 23 Placebo
stroke
CMUH112- 2023A1736 Asundexian vs. 1,2,
93. 2023/11/16 Fup #2 Aortic aneurysm rupture A
REC1-051 77 Placebo 3
Haemorrhagic
CMUH112- 2024A0231 Asundexian vs. 2,3,
94, 2024/2/9 Fup #2 transformation A
REC1-051 23 Placebo 4
stroke
CMUH112- 2024A0251 Asundexian vs. | Gastric ulcer perforation;
95. 2024/2/5 Fup #2 2,3 A
RECI1-051 86 Placebo Hepatic haematoma
CMUH112- 2024A0375 Asundexian vs. Shock haemorrhagic;
96. 2024/3/8 Initial 2 A
RECI1-051 02 Placebo Rectal haemorrhage
CMUH112- 2024A0383 Asundexian vs.
97. 2024/3/12 Initial Diarrhoea 2 A
REC1-051 27 Placebo
CMUH112- 2024A0258 Asundexian vs.
98. 2024/2/9 Fup # 1 Subarachnoid haemorrhage| 1 A
REC1-051 70 Placebo
CMUH112- 2024A0375 Asundexian vs.
99. 2024/3/8 Fup # 1 Rectal haemorrhage 2 A
REC1-051 02 Placebo
CMUH112- 2024A0375 Asundexian vs.
100. 2024/3/8 Fup #2 Rectal haemorrhage 2 A
REC1-051 02 Placebo
CMUH112- 2024A0410 Asundexian vs. Gastrointestinal
101. 2024/2/19 Initial 2,3 A
REC1-051 68 Placebo haemorrhage
CMUH112- 2024A0495 Asundexian vs.
102. 2024/3/29 Initial Haemorrhagic stroke 1 A
REC1-051 64 Placebo
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CMUH112- 2024A0495 Asundexian vs. Haemorrhagic
103. 2024/3/29 Fup # 1 1 A
REC1-051 64 Placebo transformation stroke
CMUH112- 2024A0459 Asundexian vs. | Failure to thrive; Cardiac
104. 2024/3/22 Initial L3] A
REC1-051 18 Placebo failure; Respiratory distress
CMUH112- 2024A0617 Asundexian vs. [ Hepatic enzyme increased;
105. 2024/04 Initial 2,71 A
RECI1-051 58 Placebo Choluria
CMUH110- 2024A0841 Blinded for HERPES ZOSTER
106. 2024/4/3 Initial 2,31 A
REC1-201 03 Investigator (Herpes zoster)
25
7:Imp
CMUH110- 2024A0898 Blinded for ANAPHYLAXIS ortant
107. 2024/4/11 Initial A
RECI1-201 37 Investigator (Anaphylactic reaction) |medic
al
event
1.ACUTE KIDNEY
INJURY (Acute kidney 5 3
injury) o
47 5?
2.INFECTION OF SKIN
7:Imp
CMUH110- 2024A0911 Blinded for AND SOFT TISSUED
108. 2024/4/6 Initial ortant| A
REC1-201 45 Investigator | LOWER EXTREMITIES
medic
(Skin infection) |
a
3.SEPSIS (Sepsis)
event
4 HERPES ZOSTER
(Herpes zoster)
CMUH110- 2024A1088 Blinded for
109. 2024/5/5 Initial DEATH (Death) 1 A
REC1-201 18 Investigator
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110.

CMUH110-
REC1-201

2024/4/6

2024A0911
45

follow up

1

Blinded for

Investigator

1.SEPSIS (Sepsis)
2.ACUTE KIDNEY
INJURY (Acute kidney
injury)
3.INFECTION OF SKIN
AND SOFT TISSUED
LOWER EXTREMITIES
(Skin infection)
4. HERPES ZOSTER

(Herpes zoster)

1,2,
37 49

7:Imp

ortant

medic
al

event

111.

CMUH110-
RECI1-201

2024/4/3

2024A0841
03

follow up

1

Blinded for

Investigator

CUTANEOUS HERPES
ZOSTE (Herpes zoster)

2,3

112,

CMUH110-
RECI1-201

2024/4/3

2024A0841
03

follow up

2

Blinded for

Investigator

1.HERPES ZOSTER
(EXCEPT EYE) (Herpes
zoster)
2.HERPES VIRUS
CENTRAL NERVOUS
SYSTEM INFECTION
(Central nervous system

viral infection)

2,3

113.

CMUH110-
RECI1-201

2024/4/3

2024A0841
03

follow up

3

Blinded for

Investigator

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

2,3
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1.HERPES VIRUS
CENTRAL NERVOUS
SYSTEM INFECTION
(Central nervous system
viral infection)
CMUH110- 2024A0841 |follow up| Blinded for 2.HERPES ZOSTER
114. 2024/4/3 2,3 A
REC1-201 03 4 Investigator (EXCEPT EYE) (Herpes
zoster)
3.HERPES ZOSTER
BLEPHARITIS IN RIGHT
EYE (Ophthalmic herpes
zoster)
1.ACUTE KIDNEY
INJURY (Acute kidney Lo
injury) o
35 4’
2.INFECTION OF SKIN
55
AND SOFT TISSUED
CMUH110- 2024A0911 [follow up| Blinded for 7:Imp
115. 2024/4/6 LOWER EXTREMITIES A
RECI1-201 45 2 Investigator ortant
(Skin infection)
medic
3.SEPSIS (Sepsis) |
a
4 HERPES ZOSTER
event
(Herpes zoster)
5.DEATH (Death)
Hypo-osmolality and
CMUH111- 2406 TWNO |follow up
116. 2024/6/15 #1 ) MK-7902 hyponatremia 2,3 A
REC1-135 05973 3
[Hyponatraemia]
#1 ) MK-7902 Acute upper
CMUH111- 2404AUSO |Followup #2) gastrointestinal bleed
117. 2024/4/19 2,3 A
RECI1-135 10281 4 PEMBROLIZU | [Upper gastrointestinal
MAB haemorrhage]
#1)
CMUHI111- 2405FRAO |Followup | PEMBROLIZU Biliary peritonitis
118. 2024/5/3 2,3 A
REC1-135 01921 4 MAB [Chemical peritonitis]
#2 ) MK-7902
113 # 72 17 p Y £
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#1 ) MK-7902 Acute upper
CMUHI111- 2404AUSO (Followup #2) gastrointestinal bleed
119. 2024/4/19 2,3 A
RECI1-135 10281 5 PEMBROLIZU | [Upper gastrointestinal
MAB haemorrhage]
#1 ) MK-7902 |Disseminated Tuberculosis
CMUHI111- 2404USAO0 [Followup #2) [Disseminated
120. 2024/4/2 1,3 A
RECI1-135 05341 6 PEMBROLIZU tuberculosis]
MAB Fungemia [Fungaemia]
#1)
CMUH111- 2405FRAO [Followup| PEMBROLIZU Biliary peritonitis
121. 2024/5/3 2,3 A
RECI1-135 01921 5 MAB [Chemical peritonitis]
#2 ) MK-7902
Drug Induced Acute
CMUH111- 2305USAO [Followup #1)
122. 2023/5/3 Pancreatitis [Pancreatitis | 2,3 A
REC1-135 01645 12 PACLITAXEL
acute]
#1)
CMUHI111- 2405FRAO [Followup| PEMBROLIZU Biliary peritonitis
123. 2024/5/3 2,3 A
RECI1-135 01921 6 MAB [Chemical peritonitis]
#2 ) MK-7902
#1)
CMUHI111- 2405FRAO [Followup| PEMBROLIZU Biliary peritonitis
124, 2024/5/3 2,3 A
RECI1-135 01921 7 MAB [Chemical peritonitis]
#2 ) MK-7902
Disseminated Tuberculosis
#1 ) MK-7902 [Disseminated
CMUHI111- 2404USAO0 |Followup #2) tuberculosis]
125. 2024/4/2 1,3 A
REC1-135 05341 7 PEMBROLIZU | Fungemia [Fungaemia]
MAB cholecystitis
[Cholecystitis]
Disseminated Tuberculosis
#1 ) MK-7902 [Disseminated
CMUH111- 2404USAO |Followup #2) tuberculosis]
126. 2024/4/2 1,3 A
RECI1-135 05341 8 PEMBROLIZU | Fungemia [Fungaemia]
MAB cholecystitis
[Cholecystitis]
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Drug Induced Acute
CMUHI111- 2305USAO0 Followup #1)
127. 2023/5/3 Pancreatitis [Pancreatitis | 2,3 A
RECI1-135 01645 13 PACLITAXEL
acute]
CMUH111- 2406ROU0 severe hemorrhage
128. 2024/6/4 Initial | #1 ) MK-7902 2,3 A
RECI1-135 10071 [Haemorrhage]
severe hemorrhage from
CMUHI11- 2406ROUO |Followup
129. 2024/6/4 #1 ) MK-7902 | the right tonsil [Tonsillar | 2,3 A
RECI1-135 10071 1
haemorrhage]
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) pneumonia [Pneumonia]
CMUH113- 2402BRAO |Followup
130. 2024/1/18 SACITUZUMA| bronchial infecction / 123 A
REC1-046 01283 18
B GOVITECAN| pneumonia [Pneumonia]
(3475
SOLUTION
FOR
INJECTION
#1 ) MK-3475
(pembrolizumab| Other Serious Criteria:
) Solution for Medically Significant
injection Sepsis [Sepsis]
#2) Septic shock [Septic
CMUH113- 2405ROUOQ |Followup
131. 2024/5/13 SACITUZUMA shock] 2371 A
REC1-046 04495 3
B GOVITECAN Bronchopneumonia
(3475 [Pneumonia]
SOLUTION Acute respiratory failure
FOR [Acute respiratory failure]
INJECTION
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) pneumonia [Pneumonia]
CMUH113- 2402BRAO |Followup
132. 2024/1/18 SACITUZUMA| bronchial infecction / 123 A
RECI1-046 01283 19
B GOVITECAN]| pneumonia [Pneumonia]
(3475
SOLUTION
FOR
INJECTION
#1 ) MK-3475
(pembrolizumab| Other Serious Criteria:
) Solution for Medically Significant
injection Sepsis [Sepsis]
#2) Septic shock [Septic
CMUH113- 2405ROUQ |Followup
133. 2024/5/13 SACITUZUMA shock] 2371 A
REC1-046 04495 4
B GOVITECAN Bronchopneumonia
(3475 [Pneumonia]
SOLUTION | Acute respiratory failure
FOR [Acute respiratory failure]
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) pneumonia [Pneumonia]
CMUH113- 2402BRAO0 |Followup
134. 2024/1/18 SACITUZUMA | bronchial infecction / 1231 A
REC1-046 01283 20
B GOVITECAN| pneumonia [Pneumonia]
(3475
SOLUTION
FOR
INJECTION
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#1 ) MK-3475
(pembrolizumab| Other Serious Criteria:
) Solution for Medically Significant
injection Sepsis [Sepsis]
#2) Septic shock [Septic
CMUH113- 2405R0OUOQ [Followup
135. 2024/5/13 SACITUZUMA shock] 2371 A
REC1-046 04495 5
B GOVITECAN Bronchopneumonia
(3475 [Pneumonia]
SOLUTION Acute respiratory failure
FOR [Acute respiratory failure]
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
) Autoimmune hepatitis
CMUH113- 2402POL00|Followup [Autoimmune hepatitis]
136. 2024/2/24 SACITUZUMA 231 A
REC1-046 8727 17 Cardiac tamponade
B GOVITECAN
[Cardiac tamponade]
(3475
SOLUTION
FOR
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) Other Serious Criteria:
CMUHI113- 2406CHNO
137. 2024/6/18 Initial [SACITUZUMA| Medically Significant [2.3.7 A
RECI1-046 06542
B GOVITECAN| hemoptysis [Haemoptysis]
(3475
SOLUTION
FOR
INJECTION
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#1 ) MK-3475
(pembrolizumab
) Solution for
injection
) Other Serious Criteria:
2
CMUH113- 2309POLO0|Followup Medically Significant
138. 2023/9/27 SACITUZUMA 271 A
REC1-046 9856 3 leukopenia [Leukopenia]
B GOVITECAN
neutropenia [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
#1 ) MK-3475
(pembrolizumab| Other Serious Criteria:
) Solution for Medically Significant
injection Sepsis [Sepsis]
#2) Septic shock [Septic
CMUH113- 2405ROUQ |Followup
139. 2024/5/13 SACITUZUMA shock] 237 A
REC1-046 04495 6
B GOVITECAN Bronchopneumonia
(3475 [Pneumonia]
SOLUTION | Acute respiratory failure
FOR [Acute respiratory failure]
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2) Other Serious Criteria:
CMUH113- 2406CHNO |Followup
140. 2024/6/18 SACITUZUMA | Medically Significant [2.3.7| A
RECI1-046 06542 1
B GOVITECAN| hemoptysis [Haemoptysis]
(3475
SOLUTION
FOR
INJECTION
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#1 ) MK-3475
(pembrolizumab| Other Serious Criteria:
) Solution for Medically Significant
injection Sepsis [Sepsis]
#2) Septic shock [Septic
CMUH113- 2405R0OUOQ [Followup
141. 2024/5/13 SACITUZUMA shock] 2371 A
REC1-046 04495 7
B GOVITECAN Bronchopneumonia
(3475 [Pneumonia]
SOLUTION Acute respiratory failure
FOR [Acute respiratory failure]
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
) Other Serious Criteria:
CMUH113- 2309POLO00|Followup Medically Significant
142, 2023/9/27 SACITUZUMA 271 A
REC1-046 9856 4 leukopenia [Leukopenia]
B GOVITECAN
neutropenia [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CMUHI113- 2406CHNO |Followup
143. 2024/6/18 SACITUZUMA | hemoptysis [Haemoptysis] | 2.3 A
REC1-046 06542 2
B GOVITECAN
(3475
SOLUTION
FOR
INJECTION

113 & 7% 17 p
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CMUH110-
REC1-156

144,

2023/12/31

2401USA0
10963

Followup
17

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

Instillation Fluid

Adrenal insufficiency

[Adrenal insufficiency]

2,3

CMUH110-
RECI-156

145.

2023/12/31

2401USA0
10963

Followup

18

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

Instillation Fluid

Adrenal insufficiency

[Adrenal insufficiency]

2,3

CMUH110-
RECI-156

146.

2021/6/1

2106CHEOQ
01119

Followup

4

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

Instillation Fluid

Hyponatremia
[Hyponatraemia]
Hypophysitis
[Hypophysitis]

2,3

CMUH110-
RECI1-156

147.

2023/12/31

2401USA0
10963

Followup

19

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

Instillation Fluid

Adrenal insufficiency

[Adrenal insufficiency]

2,3

113 & 7% 17 p
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A-LZE2R¥ AXPEEHRELC 2R
B X 2HF | FEH
e ML | AP Y L 3 FRE &5 |37
% L | )
#1 ) MK-3475
(pembrolizumab
COPD exacerbation with
) Solution for
predominant clinical
CMUH110- 2305POLO00|Followup injection
148. 2023/4/22 picture of emphysema 2,31 A
REC1-156 3742 21 #2 ) BCG LIVE
[Chronic obstructive
(BCQG live)
pulmonary disease]
Powder For
Instillation Fluid

113 & 7% 17 p
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e
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection pulmonary
#3) thromboembolism
CARBOPLATI | [Pulmonary embolism]
N (7684A-007 Immune-mediated

STUDY) pneumonitis [Immune-
CMUHI111- 2401CHLO [Followup| (carboplatin) mediated lung disease]
149. 2024/1/22
RECI1-019 14576 25 Injection Sepsis [Sepsis]
#4) acute myocardial infarction
METHYLPRED [Acute myocardial
NISOLONE infarction]

(METHYLPRE pneumonia bacterial
DNISOLONE) [Pneumonia bacterial]
Solution for
injection/infusio
n
#5)
PREDNISONE
(PREDNISONE

) Tablet, 5

milligram

113 & 7% 17 p % 70 £ > x 85
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection pulmonary
#3) thromboembolism
CARBOPLATI | [Pulmonary embolism]
N (7684A-007 Immune-mediated

STUDY) pneumonitis [Immune-
CMUHI111- 2401CHLO [Followup| (carboplatin) mediated lung disease]
150. 2024/1/22
RECI1-019 14576 26 Injection Sepsis [Sepsis]
#4) acute myocardial infarction
METHYLPRED [Acute myocardial
NISOLONE infarction]

(METHYLPRE pneumonia bacterial
DNISOLONE) [Pneumonia bacterial]
Solution for
injection/infusio
n
#5)
PREDNISONE
(PREDNISONE

) Tablet, 5

milligram

113 & 7% 17 p % 71 F > % 85
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151.

CMUHI111-
RECI-019

2024/4/10

2404CHNO
10839

Followup

8

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

Injection

liver failure [Hepatic

failure]

23

152,

CMUHI111-
RECI1-019

2024/4/25

2404CHNO
12090

Followup

8

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

(carboplatin)

Injection

respiratory failure

[Respiratory failure]

23

113 & 7% 17 p
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection pulmonary
#3) thromboembolism
CARBOPLATI | [Pulmonary embolism]
N (7684A-007 Immune-mediated

STUDY) pneumonitis [Immune-
CMUHI111- 2401CHLO [Followup| (carboplatin) mediated lung disease]
153. 2024/1/22
RECI1-019 14576 27 Injection Sepsis [Sepsis]
#4) acute myocardial infarction
METHYLPRED [Acute myocardial
NISOLONE infarction]

(METHYLPRE pneumonia bacterial
DNISOLONE) [Pneumonia bacterial]
Solution for
injection/infusio
n
#5)
PREDNISONE
(PREDNISONE

) Tablet, 5

milligram

113 & 7% 17 p % 73 F > x 85
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154,

CMUHI111-
RECI-019

2024/4/25

2404CHNO

12090

Followup

9

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

Injection

respiratory failure

[Respiratory failure]

23

155.

CMUHI111-
RECI1-019

2024/4/10

2404CHNO
10839

Followup

9

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

(carboplatin)

Injection

liver failure [Hepatic

failure]

23

113 & 7% 17 p
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156.

CMUHI111-
RECI-019

2023/5/23

2305POL00
8001

Followup

10

#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection
#3)
CISPLATIN
(7684A-007
STUDY)
(cisplatin)

Injection

Cardiac failure [Cardiac

failure]

Neutropenia [Neutropenia]

1.3

157.

CMUHI111-
RECI1-019

2024/4/25

2404CHNO
12090

Followup
10

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

Injection

respiratory failure

[Respiratory failure]

23

113 & 7% 17 p
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158.

CMUHI111-
RECI-019

2024/4/10

2404CHNO
10839

Followup

10

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

Injection

liver failure [Hepatic

failure]

23

159.

CMUHI111-
RECI1-019

2024/4/10

2404CHNO
10839

Followup
11

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

(carboplatin)

Injection

liver failure [Hepatic

failure]

23

113 & 7% 17 p
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160.

CMUHI111-
RECI-019

2024/4/25

2404CHNO

12090

Followup

11

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

Injection

respiratory failure

[Respiratory failure]

23

161.

CMUHI111-
RECI1-019

2024/4/10

2404CHNO
10839

Followup
12

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

(carboplatin)

Injection

liver failure [Hepatic

failure]

23

113 & 7% 17 p
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162.

CMUHI111-
RECI-019

2024/4/25

2404CHNO

12090

Followup

12

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

Injection

respiratory failure

[Respiratory failure]

23

163.

CMUHI111-
RECI1-019

2024/4/10

2404CHNO
10839

Followup
13

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

(carboplatin)

Injection

liver failure [Hepatic

failure]

1.23

113 & 7% 17 p
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164.

CMUHI111-
RECI-019

2023/11/6

2311MEXO0
02106

Followup

13

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

Injection

DIABETIC
CETOACIDOSIS

INSUFFICIENCY

[Diabetic ketoacidosis]

SEVERE RESPIRATORY

[Respiratory failure]

1.3

165.

CMUHI111-
RECI1-019

2024/4/10

2404CHNO
10839

Followup

14

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

(carboplatin)

Injection

liver failure [Hepatic

failure]

1.23

113 & 7% 17 p
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)

CMUH111- 2404BRAO |Followup
166. 2023/9/16 (paclitaxel) nephritis [Nephritis] 2.3

REC1-019 11090 2
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)

Injection

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

STUDY)
CMUHI111- 2404CHNO [Followup liver failure [Hepatic
167. 2024/4/10 (pemetrexed) ) 1.2.3

REC1-019 10839 15 failure]
Injection

#3)
CARBOPLATI
N (7684A-007

STUDY)

(carboplatin)

Injection

113 &7 7 17 p % 80 F % 8 F
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P~
B X 2HF | FEH
e ML | AP Y GE:E T FRE % | 3R
B 2 5 &
#1 ) MK-7684A
Study (Code not
broken)
Other Serious Criteria:
#2)
Medically Significant
PEMETREXED
Lymphocyte count
(7684A-007
decreased, worsened
STUDY)
CMUH111- 2302DEUO |Followup [Lymphocyte count
168. 2023/1/19 (pemetrexed) 2371 A
RECI1-019 06876 28 decreased]
Injection
Acute Renal Failure [Acute
#3)
kidney injury]
CARBOPLATI
Hyperkalemia
N (7684A-007
[Hyperkalaemia]
STUDY)
(carboplatin)
Injection
#1 ) MK-7684A
Study (Code not
broken)
#2)
PEMETREXED
(7684A-007
STUDY)
CMUHI111- 2404CHNO [Followup liver failure [Hepatic
169. 2024/4/10 (pemetrexed) 1.23] A
REC1-019 10839 16 failure]
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
% 8 F »x 8 F
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B X 2HF | FEH
eSS | FAp TRER A 5k |
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#1 ) MK-7684A
Study (Code not
broken)
#2)
PACLITAXEL
(7684A-007
STUDY)
CMUH111- 2404BRAO |Followup
170. 2023/9/16 (paclitaxel) nephritis [Nephritis] 2.3 A
REC1-019 11090 3
Injection
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection
Atrial fibrillation with
CMUH113- NVSC2024 XXB750 or
171. 2024/5/8 Initial rapid ventricular response | 2 A
REC1-043 US112939 Placebo
[Atrial fibrillation]
Atrial fibrillation with
CMUH113- NVSC2024 [follow up| XXB750 or
172. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 1 Placebo
[Atrial fibrillation]
Atrial fibrillation with
CMUH113- NVSC2024 [follow up| XXB750 or
173. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 2 Placebo
[Atrial fibrillation]
Atrial fibrillation with
CMUH113- NVSC2024 |follow up| XXB750 or
174. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 3 Placebo
[Atrial fibrillation]
Atrial fibrillation with
CMUH113- NVSC2024 |follow up| XXB750 or
175. 2024/5/8 rapid ventricular response | 2 A
REC1-043 US112939 4 Placebo
[Atrial fibrillation]
Hypo-osmolality and
CMUHI111- 2406TWNO |follow up
176. 2024/6/15 #1 ) MK-7902 hyponatremia 2,3 A
REC1-135 05973 4
[Hyponatraemia]
CMUH110-
177. 2024/6/6 3579378 Initial Giredestrant | Cerebrovascular accident | 2,3 A
RECI1-215
113 # 72 17 p % 82 7% 8 F
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CMUHI109-RECI1-183

[T 2472 ]

*W% P AL SATRALIZUMAB

*% 2 MARL Y F L 6MLL:2023 # 10 * 07 p-2024
#04 % 06p

CMUHI109-REC1-134

v AR

(CE IR

¥R F 245 1 NIS793, PDR0OO1

kg FMARZHRE 12E 107 0l p 5 113 # 03
1 3] p

CMUH110-RECI1-088

[ 57 il viz &)
*awp o 3tE 3 & F % 3 GO40311_Protocol
Clarification Letter Change to Survival Follow-
Up 29May2024

CMUHI13-REC1-023

dif

[z % 2R ]
¥ 1% 325k % $ Dostarlimab ( GSK4057190) =z % #p
X rMHARE > WIFFR S 0INov2023 3
30Apr2024 -
Wk E
Dostarlimab (GSK4057190) 2 benefit-risk profile

RIEEG I AR BFEF
1. SUSAR Listing from 01 Nov 2023 to 30 Apr 2024 -
Dostarlimab 21 May 2024

CMUHI113-REC1-025

[ % 242372 ]

*3E % E 4 L4 : Tirapazamine(TPZ)

g MMIFLWRE 12023 £ 02 14p I 2024 &
027* 13 p

CMUHI110-REC1-062

[z % 21244 ]

*H%k ¥4 LA ¢ Tirapazamine(TPZ)

*E pMHIFLHEF 1202302 14p I 2024 &
02 7% 13 p

CMUHI112-RECI1-184

v AR

[z 244 ]

R E P LA AZD090]

*E PMAFAHTF 1122107 19p 1 113 & 04
118 p

CMUHI110-REC1-120

v A8k

(4+]
i 'TT’E‘%E P\ o

3 A 1 2022-2024

*P #2024 & 047 23 p

CMUHI110-RECI1-131

[z 2H4F2]
*E % E L - Tremelimumab
¥ rMAFLAHEF 1132010 13p 3 113 £ 04

113 & 7% 17 p

% 83 F % 8 F
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520 p

[ % 2p4p2]

*#% ¥ L #  Durvalumab

*E PMARLHEF CI2E 112 01 p I 113 & 04
730 p

[ % >p4p2]

*:E % E 4 ¢4 . Durvalumab

g XML HF CI12E05% 01 p = 113 & 04
730 p

10.

CMUH110-REC1-172

HRI= R

[#=]
* I]\ 7’5 :
BGB-900-105_ Sample Collection Communication
Letter 27Jun2024
BGB-900-105 PK/ADA Sample Collection not required
after 27-Jun-2024 27Jun2024

11.

CMUHI110-RECI1-177

v AR

[ 242 ]

FREEY LA ALX148

*E rMIFLHPEF 1122077 19p 3 113 & 01
718 p

*5c A p #p: 1) ALX148 Biannual SUSAR Line
Listing 19Jul2023 to 18Jan2024

12.

CMUHI10-RECI1-114

ki
\L
I3

(= 242 ]

*:#2k &4 £ 4 1 CC-220 6M SUSAR LL amended
*E XHAFLHE 122040 199 1 112E 10
518 p

[« 242 ]

*iR5% F 4 4L+ CC-220 6M SUSAR LL

*F 2MPEELHPRF I2E107 199 3 113 # 04
P18 p

13.

CMUHI111-REC1-218

ki
\L.
I3

[ % 2R ]

*:#H% ¥ L Epcoritamab
*E > MAFLHF 2023 08 % 01 p 3 2024 & 01
731 p
ok i

+ Epcoritamab B-SUSAR Line Listing Medical
Analysis (01Aug2023-31Jan2024) dated 18Mar2024

+ Epcoritamab B-SUSAR Life threatening CIOMS AA
(01Aug2023-31Jan2024)

~ =t i 4F 32 % # 5 Epcoritamab p 2023 & 08 * 01
P 2024 & 01 * 31 p #y & 2 SUSAR Line Listing
2aAraR4 0 B¢ 5 110 #27 A sk % M20-621 4p
M e SUSAR %61 > 123 13 b5~ B id 4F - ¥ B #7138
42 SUSAR ¥ 7 g a3t F 2 b % & 2 B4
PR RIET e

14.

CMUHI110-REC1-147

[ DSMB i4-2% i 5]
kAR AP 12022 & 100 19 p

113 & 7% 17 p

% 84 F > % 8 F
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[ DSMB -3 :d 4]
kAR pHp 12023 &£027% 01 p

15.

CMUHI112-RECI1-142

T
\L
&

[+ 2142 ]

*E % 4 L Rituximab

*E rMIFLHREF 12023 F 117 18 p 3 2024 &
057 17p

16.

CMUHI110-REC1-121

\;‘\
ﬂm
#

(2% 2442 ]

*H% ¥4 L ¢ Larotrectinib

*E rMIFLHPF 1132007 01 p 3 113 & 06
730 p

17.

CMUHI112-RECI1-178

v AR

(EEIEIEIEE S

*Eok # 4 L4 : regorafenib

*E pMHIFLHGEF 12024040 01 p I 2024 &
06 % 30 p

18.

CMUHI09-REC1-150

v AR

(EE IR LR |

*#5% ¥4 ¢4 Durvalumab (MEDI4736)

*E AMFLYPF I112F 117 01 p 3 113 & 04
130 p

19.

CMUHI112-REC1-201

(EEIEIEIEE S

*3E5% ¥ L4 * Regorafenib and Pembrolizumab
*E rMIFLHF 1122047 060 3 113 F 04
2050p

20.

CMUHI111-REC1-019

[z % 2p4p2]

*:EZHE 4 MK-7684A (VIBOSTOLIMAB +
PEMBROLIZUMAB)

kg MMARA B D 2023 E 117 10 p 3 2024 &
057" 09 p

21.

CMUHI108-REC1-085

(%524 4]
*UR A 1 oversion 2
*p Hp 12024 & 05 28 p

(3R] FRPHE -

bl
;3%

iRi

R¥EPFEFLFROE)

© TR H ()

~3ef (1950 4 )

113 & 7% 17 p




