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#1) Acute Gastroenteritis
SACITUZUMA (AGE) [Acute
B gastroenteritis
CMUH113- Followup
1. 2025/9/4 | 2328965 TIRUMOTECA (10066762)*] L3 A
REC2-070 7
N Injection Peritoneum Disease
(sacituzumab progression [Peritoneal
tirumotecan) disorder (10061343)*]
#1)
SACITUZUMA
B
CMUH113- worsening nausea [Nausea | 2, 3,
2. 2025/12/7 | 2359357 | Initial |TIRUMOTECA A
REC2-070 aggravated (10048364)*] 7
N Injection
(sacituzumab
tirumotecan)
#1)
SACITUZUMA| intestinal obstruction
B [Intestinal obstruction
CMUH113- Followup
3. 2025/10/19 | 2348084 TIRUMOTECA (10022687)*] L3 A
REC2-070 3
N Injection ascites [Ascites
(sacituzumab (10003445)*]
tirumotecan)
Acute Gastroenteritis
#1)
(AGE) [Acute
SACITUZUMA
gastroenteritis
B
CMUH113- Followup (10066762)*]
4. 2025/9/4 | 2328965 TIRUMOTECA L3 A
REC2-070 8 Malignant Neoplasm
N Injection
Progression [Malignant
(sacituzumab
neoplasm progression
tirumotecan)
(10051398)*]
#1)
SACITUZUMA | intestinal obstruction
B [Intestinal obstruction
CMUH113- Followup
5. 2025/10/19 | 2348084 TIRUMOTECA (10022687)*] L3 A
REC2-070 4
N Injection ascites [Ascites
(sacituzumab (10003445)*]
tirumotecan)
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Acute Gastroenteritis
#1)
(AGE) [Acute
SACITUZUMA
gastroenteritis
B
CMUH113- Followup (10066762)*]
6. 2025/9/4 | 2328965 TIRUMOTECA L3 A
REC2-070 9 Malignant Neoplasm
N Injection
Progression [Malignant
(sacituzumab
neoplasm progression
tirumotecan)
(10051398)*]
#1)
SACITUZUMA
B
CMUH113- Followup worsening nausea [Nausea
7. 2025/12/7 | 2359357 TIRUMOTECA 2,3 A
REC2-070 1 aggravated (10048364)*]
N Injection
(sacituzumab
tirumotecan)
#1)
SACITUZUMA| intestinal obstruction
B [Intestinal obstruction
CMUH113- Followup
8. 2025/10/19 | 2348084 TIRUMOTECA (10022687)*] L3 A
REC2-070 5
N Injection ascites [Ascites
(sacituzumab (10003445)*]
tirumotecan)
#1)
SACITUZUMA
B
CMUH113- Followup worsening nausea [Nausea
9. 2025/12/7 | 2359357 TIRUMOTECA 2,3 A
REC2-070 2 aggravated (10048364)*]
N Injection
(sacituzumab
tirumotecan)
#1)
SACITUZUMA
B
CMUH113- Followup worsening nausea [Nausea
10. 2025/12/7 | 2359357 TIRUMOTECA 2,3 A
REC2-070 3 aggravated (10048364)*]
N Injection
(sacituzumab
tirumotecan)
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#1)
SACITUZUMA
B
CMUH113- Followup worsening nausea [Nausea
2025/12/7 | 2359357 TIRUMOTECA 2,3
REC2-070 4 aggravated (10048364)*]
N Injection
(sacituzumab

tirumotecan)

#1)
SACITUZUMA| intestinal obstruction
B [Intestinal obstruction
CMUH113- Followup
2025/10/19 | 2348084 TIRUMOTECA (10022687)*] 1,3
REC2-070 6
N Injection ascites [Ascites
(sacituzumab (10003445)*]

tirumotecan

ALXN2220 vs

Placebo,
202412GL
CMUH113- Follow Amiodaron
2024/12/19 [ O017005G Cardiovascular collapse | 2,3
REC2-016 up 13 (Amiodarone

B
hydrochloride)
Tablet

ALXN2220 vs

Placebo,
202412GL
CMUH113- Follow Amiodaron
2024/12/19 [ O017005G Cardiovascular collapse | 2,3
REC2-016 up 14 (Amiodarone

B
hydrochloride)
Tablet

ALXN2220 vs

Placebo,
202412GL
CMUH113- Follow Amiodaron
2024/12/19 | 0017005G Cardiovascular collapse | 2,3
REC2-016 up 15 (Amiodarone

B
hydrochloride)
Tablet

202501GL
CMUH113- Follow | ALXN2220 vs
2025/1/28 | 0024838D Worsening Pneumonia | 1,2,3
REC2-016 B up 5 Placebo
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202501GL
CMUH113- Follow | ALXN2220 vs
17. 2025/1/28 | 0024838D Worsening Pneumonia | 1,23 A
REC2-016 up 6 Placebo
E
202501GL
CMUH113- Follow | ALXN2220 vs
18. 2025/1/28 1 0024838D Worsening pneumonia | 1,2,3 | A
REC2-016 up 7 Placebo
E
202501GL
CMUH113- Follow | ALXN2220vs | Worsening pneumonia ,
19. 2025/1/28 | 0024838D 1,231 A
REC2-016 up 8 Placebo Atrial tachycardia
E
202501GL Worsening pneumonia,
CMUH113- Follow | ALXN2220 vs
20. 2025/1/28 | 0024838D Atrial tachycardia, Atrial |1,2,3] A
REC2-016 up 9 Placebo
E fibrillation
Worsening pneumonia ,
202501GL Atrial tachycardia , Atrial
CMUH113- Follow | ALXN2220 vs
21. 2025/1/28 | 0024838D fibrillation,Decompensated | 1,2,3 [ A
REC2-016 up 10 Placebo
E heart failure, Latent
hypothyroidism
Worsening pneumonia ,
Atrial tachycardia , Atrial
202501GL
CMUH113- Follow | ALXN2220 vs fibrillation,
22. 2025/1/28 [ 0024838D 1,23 A
REC2-016 up 11 Placebo Decompensated heart
E
failure, Latent
hypothyroidism
202506GL
CMUHI113- ALXN2220 vs
23. 2026/6/5 | 0005126U | Initial Cardiogenic Shock 23 [ A
REC2-016 S Placebo
202506GL
CMUH113- Follow | ALXN2220 vs
24. 2026/6/5 | 0005126U Cardiogenic Shock 2,3 A
REC2-016 S up 1 Placebo
202506GL
CMUH113- Follow | ALXN2220 vs
25. 2025/6/5 | 0005126U Cardiogenic Shock 2,3 A
REC2-016 S up 2 Placebo
202506GL
CMUH113- Follow | ALXN2220 vs
26. 2025/6/5 | 0005126U Cardiogenic Shock 2,3 A
REC2-016 S up 3 Placebo
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202506GL
CMUH113- Follow | ALXN2220 vs ) )
27. 2025/6/5 |1 0005126U Cardiogenic Shock 2,3 A
REC2-016 up 4 Placebo
S
202506GL
CMUH113- Follow | ALXN2220 vs ) )
28. 2025/6/5 | 0005126U Cardiogenic Shock 23 | A
REC2-016 up 5 Placebo
S
202508GL
CMUH113- Follow | ALXN2220 vs Dementia, Unknown
29. 2025/7/28 | 0001096C 1,3 ] A
REC2-016 up 1 Placebo Diagnosis [Death]
A
202508GL )
CMUH113- Follow [ ALXN2220 vs | Progressive heart failure
30. 2025/7/28 [ 0001096C . L3 A
REC2-016 up 2 Placebo and deconditioning
A
202508GL
CMUHI113- Follow | ALXN2220 vs
31. 2025/7/28 | 0001096C Progressive heart failure | 1,3 | A
REC2-016 up 3 Placebo
A
202508GL
CMUHI113- Follow | ALXN2220 vs
32. 2025/7/28 | 0001096C Progressive heart failure | 1,3 | A
REC2-016 up 4 Placebo
A
Suspected anaphylactic
202511GL
CMUH113- ALXN2220 vs response with loss of
33. 2025/11/25 | 0026619A | Initial 2371 A
REC2-016 Placebo cardiac output, Right sided
U
pneumothorax
Suspected anaphylactic
response with loss of
202511GL
CMUH113- Follow | ALXN2220 vs | cardiac output, Suspected
34. 2025/11/25 | 0026619A 2371 A
REC2-016 up 1 Placebo anaphylactic response with
U
loss of cardiac output,
Right sided pneumothorax
Suspected anaphylactic
response with loss of
202511GL
CMUH113- Follow | ALXN2220 vs | cardiac output, Suspected
35. 2025/11/25 1 0026619A 2371 A
REC2-016 up 2 Placebo anaphylactic response with
U
loss of cardiac output,
Right sided pneumothorax
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Death unknown immediate
202512GL
CMUH113- ALXN2220 vs | cause at time of reporting.
36. 2025/12/3 [ O003811A | Initial 1 A
REC2-016 Placebo Possibly related to IP
U
[Death]
Worsening type 2
202512GL
CMUH113- Follow | ALXN2220vs | respiratory failure with
37. 2025/12/3 [ O003811A 1 A
REC2-016 up 1 Placebo palliative care over last 48
U
hrs [Respiratory failure]
#1) V940 vs.
Placebo
#2)
CMUH112- Followup| PEMBROLIZU
38. 2025/11/72 | 2349251 Acute kidney injury 2,3 A
REC2-195 2 MAB Solution
for injection
(pembrolizumab
)
#1) V940 vs.
Placebo
#2)
CMUH112- Followup| PEMBROLIZU
39. 2025/11/2 | 2349251 Acute kidney injury 23| A
REC2-195 3 MAB Solution
for injection
(pembrolizumab
)
#1) MK-0616
CMUH112- Film-coated Unknown illness [Illness
40. 2025/11/23 | 2364435 | Initial 1 A
REC2-150 tablet vs. (10080284)*]
Placebo
CMUH111- 100003270 [follow up
4]. 2025/6/28 RO7198574 | LAY RESUSCITATION | 2,3 | A
REC2-087 50 5
CMUH111- 100003270 [follow up
42. 2025/6/28 RO7198574 LAY RESUSCITATION | 2,3 | A
REC2-087 50 4
LIFE THREATENING
CMUH111- follow up HYPERGLYCEMIA, LIFE| 2, 3,
43. 2024/6/7 3579305 RO7198574 A
REC2-087 24 THREATENING 4
ANAEMIA
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[ ## % > 14482 DSUR No.: 16]
1. | CMUHIIB-REC2-174 | sgpom | re 4" 4 & empagliflozin
‘ *E ML P 2024 040 189 I 2025 & 040
17 p
[ =3 % >4 2 DSUR No.: 02]
2 CMUH113-REC2-174 i 4 *Ro% & L AL ¢ vicadrostat/empagliflozin
' RIPT s ppdp 2 9@ 12024 2099 199 2 2025 & 09
18 p
[ =8 % > 482 DSUR No.: 09]
k=X P i S :
3. | CMUHII3-REC2-174 | dpfpir | o4 = ¢ vicadrostat ,
¥ pPAR LM 12024 £ 090 19p I 2025 & 09 7
18 p
[ =¥ % 2> 1448 2 PSR (Periodic SUSAR Report) ]
4 CMUH113-REC2-174 i g *Ro% &4 LA vicadrostat + empagliflozin
' e ¥ 2R AR 12025 # 03 0 31 p 3 2025 & 04
24 p
[ 8 % 21 4r 2 PSR (Periodic SUSAR Report) ]
s *:Rgk 8 4 7L vicadrostat + empagliflozin
5. | CMUH113-REC2-174 s |7 Y B N i
G RPARA G 2025£ 090 30 p % 2025 # 10
27 B
) [ =¥ % 2> 448 2 Follow up SUSAR Reportl]
6. | CMUH113-REC2-174 17 57 3
A *p % 1 CIOMS FORM
) [ =8 % > 142 SUSAR Report2]
7. | CMUHI113-REC2-174 #7455
A *p % : CIOMS FORM
[ ## % > 447 2 Follow upSUSAR Report2 & SUSAR
8. | CMUHI113-REC2-174 41277 | Report3]
*) % : CIOMS FORM
, F 8% > 44F £ SUSAR Report5]
9. | CMUHI13-REC2-174 e | LT 3
i *A % 1 CIOMS FORM
[ =¥ % 2> 448 2 Follow up SUSAR Report5]
10. | CMUH113-REC2-174 R AR "
it ¥ % 1 CIOMS FORM
[ %FL 4% 4]
11. | CMUH113-REC2-046 g4 5% | %5+ : None
*p g i20254& 11 % 14
[ %F2 4% 4]
12. | CMUH111-REC2-062 EAZ | *EA 10
*p 8 : 24 Oct 2025
[FE14F 41 5]
13. | CMUH113-REC2-126 v # R | %< 2:DS7300-203 Important Safety Update 010ct2025
B #2025 £ 10 7 01 p
TH = M =l
14. | CMUH111-REC2-087 2 g | [EREEL]

Giredestrant

SRR LA
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*%
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I

*g dMHELHETI2025F 04 3 p 3 2025 10 % 2
P

*385% ¥4 4L ¢ Pertuzumab + Trastuzumab

*g dMHELHETI2025F 04 6 % 2025# 10 % 5
P

15.

CMUH108-REC2-059

Liith

[z =% 2142 ]

*iR5 B L AL MK-7339

K PHAFL B I2025E 6 16p % 2025 & 120 15
P

16.

CMUH113-REC2-152

ﬁ%’t—]‘i [

(2% 2idr ]

6-Month Line-Listing (Reporting Period: 01 June 2025 -
30 November 2025)

*3E5% ¥4 ¢4 * Fosmanogepix

R PMGFELHPF 1142067 01 p 3 114 & 11 7 30
p

17.

CMUHI112-REC2-157

[z 2p42]

*EZHE P L4 1 AZD5305

kg pMARLHEF I 114£032 03p I 114# 09 7 02
P

18.

CMUH114-REC2-130

[z#x 2142 ]

*RE E Y LA ¢ Lutikizumab

R PMAFLEHEF 1202552 13 p 3 2025& 11 % 12
B

19.

CMUH112-REC2-072

[#&]
#j % : DSUR
*EAEHE 113 & 117 8p 1 114 117 7p

20.

CMUH112-REC2-202

2

[##]
RFRPE2BERELE TR

DSUR#02 ABP 206 (Nivolumab) 17Jan2024 to
16Jan2025
+ ABP 206 6-Monthly SUSAR Report 01Jul2024 to
31Dec2024
+ ABP 206 _6-Monthly SUSAR Report 01Jan2025 to
30Jun2025

21.

CMUH112-REC2-105

[z 2]

*R % Y ¢ ADAGRASIB (BMS-986503/MRTX849)
g pMARLER 12024 & 11" 28 p % 2025 & 05
27 P

22.

CMUH114-REC2-114

AR AL

[z 2p2)

*EHE S LfL 1 AZD6793

ki MR 2ZHF 13 E 127 029 % 114 £ 06 7 01
P

23.

CMUH114-REC2-114

HAEAL

[z % 242 ]

*E%E P LA AZD6793

*E PMPFLYPF14E060 02p % 114E12* 01
P

24.

CMUH112-REC2-124

Py

(& EEYEE LD
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RPFLETURPAEGRELE 3 BALR

F-tIER

:«k%iiﬁé%?&ﬂFﬂE%)

BB

M

Vi

ERE= S

I

R B L H ¢ Atezolizumab
*E DML LPF 2025F 057 18 p % 2025 & 11 ?
17 p

25.

CMUH113-REC2-023

ﬁgﬁi i=

[z#px 2142 ]

*3E % B ¢4 ¢ Tozorakimab (MEDI3506)
*E rMEELHEF 42007 30p 3 114 %07 7 29
B

26.

CMUH109-REC2-119

v AR

[2#=% 2H4E2]

*H 5% ¥ ¢4 Tiragolumab

*E DML GF 2025F 047 22 p % 2025 & 107
21 p

*Ro% E S LA Atezolizumab

*E DML HF 2025 F 052 18 p % 2025 & 11 ?
17 p

217.

CMUH114-REC2-120

-

N
&
K

[z#x 2142 ]
6MLL 21-Mar-2025 to 20-Sep-
2025 SafetyVigilance 20251016

28.

CMUH111-REC2-108

3R V3L

[z 2]

*R% E S L4 Abemaciclib (LY2835219)

*E M AFLHEF 12024 & 09 % 29 p 3 2025 & 03 *
28 p

R PMAELHEF 12025032 29 p 3 2025 & 09 ¥
28 p

29.

CMUH110-REC2-093

i i

[ %FLH 4]
SRR
ALXN1210-NEPH-202_ LN_CSR_10 Dec 2025
ALXN1210-NEPH-202_IgAN _CSR_10 Dec 2025

30.

CMUH106-REC2-086

|
(o
&

[ = 2444 ]
I3Y_ Abemaciclib LY2835219 INV_LL(29Sep2024 to 28
Mar2025)Approval date 25Apr2025
*RE B L4 0 Abemaciclib
*X MR 2 B R 1 29Sep2024 to 28Mar2025 Approval
date 25Apr2025
I3Y_Abemaciclib LY2835219 INV_ LL(29Mar2025 to 28
Sep2025)Approval date 06Nov2025
*H% F 5 L4 0 Abemaciclib
¥ > MR 2B R 29Mar2025 to 28Sep2025 Approval
date 06Nov2025

31.

CMUH113-REC2-041

[ % 2i2dr ]
*:E % % ¢4 : Datopotamab deruxtecan (Dato-DXd; DS-
1062a)
*E MMHELAHF 113 E057 17p 2 113 E 11 7 16
B

32.

CMUH109-REC2-
183

(2% >2idr4 ]
ARCUS _ABI122 Six Month SUSAR Line
Listings 01Jul2025-31Dec2025 13Jan2026
*R% B L L ¢ zimberelimab (AB122)
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