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2. 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 10
CMUH109- 2023-ARC-| Follow ] ] ] o
3. 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 11
CMUH109- 2023-ARC-| Follow ) ) ) o
4, 2023/8/14 Zimberelimab Acute kidney injury 1 A
REC2-183 000375 up 12
Zimberelimab
CMUH109- 2023-ARC-| Follow Sepsis; Anaphylactic
5. 2023/10/27 and 1 A
REC2-183 000664 up 2 reaction; Pneumonia
Domvanalimab
Zimberelimab ) )
CMUH109- 2023-ARC-| Follow Sepsis; Anaphylactic
6. 2023/10/27 and 1 A
REC2-183 000664 up 3 reaction; Pneumonia
Domvanalimab
Zimberelimab ) )
CMUH109- 2023-ARC-| Follow Sepsis; Anaphylactic
7. 2023/10/27 and ) ) 1 A
REC2-183 000664 up 4 reaction; Pneumonia
Domvanalimab
Zimberelimab ) )
CMUH109- 2023-ARC-| Follow Sepsis; Anaphylactic
8. 2023/10/27 and ) ) 1 A
REC2-183 000664 up 5 reaction; Pneumonia
Domvanalimab
CMUH109- 2023-ARC- Immune mediated related
9. 2023/12/17 Initial | Pembrolizumab i 1 A
REC2-183 000873 myocarditis
CMUH109- 2023-ARC-| Follow ) Immune mediated related
10. 2023/12/17 Pembrolizumab N 1 A
REC2-183 000873 up 1 myocarditis
CMUH109- 2023-ARC-| Follow ) Immune mediated related
11. 2023/12/17 Pembrolizumab N 1 A
REC2-183 000873 up 2 myocarditis
CMUH109- 2023-ARC-| Follow ) Immune mediated related
12. 2023/12/17 Pembrolizumab N 1 A
REC2-183 000873 up 3 myocarditis
Zimberelimab
CMUH109- 2024-ARC- - o
13. 2024/1/13 Initial and Encephalitis 2 A
REC2-183 000057 )
Domvanalimab
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Zimberelimab
CMUH109- 2024-ARC-
14, 2024/1/13 Initial and Encephalitis 2 A
REC2-183 000057
Domvanalimab
#1) MK-7902
vomiting [Vomiting]
CMUH109- 2205RUSO |Followup #2)
15. 2022/4/21 worsening of shortness of [1,2,3| A
REC2-158 04989 3 PEMBROLIZU
breath [Dyspnoea]
MAB
#1) MK-7902
vomiting [Vomiting]
CMUH109- 2205RUSO |Followup #2)
16. 2022/4/21 worsening of shortness of [ 1,23 A
REC2-158 04989 4 PEMBROLIZU
breath [Dyspnoea]
MAB
#1) New coronavirus infection
CMUH109- 2205RUSO |Followup| PEMBROLIZU | Covid-19 [COVID-19]
17. 2022/4/21 1231 A
REC2-158 04989 5 MAB cancerous cachexia
#2 ) MK-7902 [Cachexia]
#1) New coronavirus infection
CMUH109- 2205RUSO [Followup| PEMBROLIZU | Covid-19 [COVID-19]
18. 2022/4/21 131 A
REC2-158 04989 6 MAB cancerous cachexia
#2 ) MK-7902 [Cachexia]
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L | CMUH107-REC2-1 g1 5 *:x5% % £ 4% @ ACE-536 (luspatercept)
. 4
38 *E PR YR
SUSAR: 2023 # 06 * 25 p-2023 # 12 * 24 p
(2<% 2P ]
- - *eXEh Y, v AT
5 CMUH111-REC2-1 F e E LfE © brepocitinib
76 *E rMARAHRE 1122117 6p 2 113 & 2
"5 p
3 CMUH109-REC2-1 14 [z = 2>H42 ]
. /]’K} S = $ e H
79 % *HE S LA L Atezolizumab
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*E rMIFLYPREF 2023 57 18 p 3 2023 &
11 * 17 p
*RER % L AL ¢ Tiragolumab
*E rMIFLYPREF 2023 & 48 22 p 3 2023 &
10 * 21 p
(GEIEIEIEE 2|
*25k E 4 L4 ¢ Crofelemer
*E rMFLYPEF 1102087 14 p 3 111 & 08
CMUH111-REC2-1 .
4. 28 %f&fﬁ 13§
(2]
*n %t Development Safety Update Report
(10-Sep-2022 to 09-Sep-2023) dd. 20-Oct-2023
(% 2148 E]
FRRELS LA ALY
*g rMAFL R 12023 F 06 * 25 p 1 2023
£ 127" 25 p (6 %" SUSAR Line-Listing)
5, | CMURIOORECZO T i |wx sppamm 12022 2 127 265 3 2023
48 £ 127 25 p (DSUR#09 & B % > +4F %)
FRRELY LA ZW25
* rMAFL YR 2023 207 2 29p 1 2024
#£017" 28p (6% " SUSAR Line-Listing)
[ 24dp4 ]
ARCUS_AB122 Six Month SUSAR Line
6. CMUH109-REC2-1 3 ?fiﬁfﬁ Listings_01Jul2023-31Dec2023
83 *R R E L LA zimberelimab (AB122)
*E AR YR
112 # 07 % 01 p 3 112#12% 31 p
[2zhzdpx 2dp2 ]
- JNJ-54767414 (daratumumab) Development
Safety Update Report No. 13 Executive
Summary;Period Covered: 16 November 2022 to 15
CMUH111-REC2-1 | . = ..
7. 53 ¥4 = | November 2023
- JNJ-54767414 (daratumumab) Blinded Line
Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs); PERIOD COVERED BY
THIS REPORT:
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16 May 2023 to 15 November 2023
(2]
8 CMUH106-REC2-1 51 5% # %4r £ 4 Case Report Form
58 * A 1150
*pidp 12023 & 11 % 29 p
[z % 21482 ]
9. CMUH112-REC2-0 ?(?,i;’rﬁ RSB o
75 *E pMAFLYRF 2023 7% 26 p 3 2024 & 1
125 p
[z =% 2144 ]
10. CMUH112-REC2-0 ] A *R % %4 LA ¢ Sacituzumab Govitecan

74

* rMFELYPF 111 #0702 01 p 1 112 # 09
730 p
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