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REC2-158 05438 6 PEMBROLIZU
[Immune-mediated
MAB
hepatitis]
CMUH106- follow up
15. 2022/08/26 | 3917171 Risankizumab Gastric cancer 1 A
REC2-126 10
swelling of the tongue,
CMUH106- follow up
16. 2023/12/23 | 5619211 Risankizumab rapid and shallow 2 A
REC2-126 3
breathing
FATAL NERVOUS
SYSTEM DISORDERS:
CMUH109- HYPERTONIC
17. Unknown | 3286191 Initial RO5541267 1 A
REC2-119 AKINETIC SYNDROME
(AKINETIC
RIGID SYNDROME)
FATAL PNEUMONITIS,
CMUH109- follow up
18. 2022/12/26 | 3257753 RO5541267 FATAL PNEUMONIA 1] A
REC2-119 2
(downgrade)
FATAL PNEUMONITIS,
CMUH109- follow up
19. 2022/12/26 | 3257753 RO7092284 FATAL PNEUMONIA 1] A
REC2-119 2
(downgrade)
FATAL ACUTE LIVER
CMUH109- follow up
20. 2023/4/21 3336688 RO5541267 FAILURE, FATAL HY'S 1 A
REC2-119 1
LAW
FATAL ACUTE LIVER
CMUH109- follow up
21, 2023/4/21 | 3336688 RO7092284 | FAILURE, FATAL HY'S 1 A
REC2-119 1
LAW
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FATAL IMMUNE-
CMUH109- follow up
22, 2022/7/18 | 3144171 RO5541267 MEDIATED 3~11 A
REC2-119 5
PNEUMONITIS
FATAL IMMUNE-
CMUH109- follow up
23. 2022/7/18 | 3144171 RO7092284 MEDIATED 3~1( A
REC2-119 5
PNEUMONITIS
CMUH109- follow up FATAL MULTIPLE I~
24, 2023/4/21 | 3336688 RO5541267 A
REC2-119 3 ORGAN FAILURE 2~3
CMUH109- follow up FATAL MULTIPLE 1~
25. 2023/4/21 | 3336688 RO7092284 A
REC2-119 3 ORGAN FAILURE 2~3
LIFE THREATENING
CMUH109- follow up 1~
26. 2023/4/21 | 3336688 RO5541267 AUTOIMMUNE A
REC2-119 2 23
HEPATITIS
LIFE THREATENING
CMUH109- follow up 1~
27. 2023/4/21 | 3336688 RO7092284 AUTOIMMUNE A
REC2-119 2 23
HEPATITIS
LIFE THREATENING
CMUH109- follow up
28. 2023/11/21 | 3464005 RO5541267 ESOPHAGEAL 231 A
REC2-119 1
STENOSIS
LIFE THREATENING
CMUH109- follow up
29. 2023/11/21 | 3464005 RO7092284 ESOPHAGEAL 23] A
REC2-119 1
STENOSIS
CMUH109- follow up ESOPHAGEAL 3
30. 2023/11/21 | 3464005 RO5541267 A
REC2-119 2 STENOSIS 4-~2
CMUH109- follow up ESOPHAGEAL 3
31. 2023/11/21 | 3464005 RO7092284 A
REC2-119 2 STENOSIS 4~2
LIFE THREATENING
CMUH109- follow up 3~
32. 2023/11/21 | 3464005 RO5541267 ESOPHAGEAL A
REC2-119 3 24
PERFORATION
LIFE THREATENING
CMUH109- follow up 3~
33. 2023/11/21 | 3464005 RO7092284 ESOPHAGEAL A
REC2-119 3 24
PERFORATION
LIFE THREATENING
CMUH109- follow up 3~
34. 2023/11/21 | 3464005 RO5541267 ESOPHAGEAL A
REC2-119 4 42
PERFORATION
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LIFE THREATENING
CMUH109- follow up 3~
35. 2023/11/21 | 3464005 RO7092284 ESOPHAGEAL A
REC2-119 4 4.2
PERFORATION
FATALHEMORRHAGIC
CMUH109- follow up
36. 2023/8/27 | 3412848 RO5541267 SHOCK, FATAL 1 A
REC2-119 1
EPISTAXIS
FATALHEMORRHAGIC
CMUH109- follow up
37. 2023/8/27 | 3412848 RO7092284 SHOCK, FATAL 1 A
REC2-119 1
EPISTAXIS
CMUH109- follow up FATAL LUNG
38. 2023/6/15 | 3387549 RO5541267 13 A
REC2-119 1 INFECTION
CMUH109- follow up FATAL LUNG
39. 2023/6/15 | 3387549 RO7092284 13| A
REC2-119 1 INFECTION
CMUH109- FATAL MYOCARDIAL
40. 2022/9/6 | 3181895 | Initial RO7092284 1 A
REC2-119 INFARCTION
CMUH109- FATAL MYOCARDIAL
41, 2022/9/6 | 3181895 | Initial RO5541267 1 A
REC2-119 INFARCTION
(3R] FRHE -
x FEELCFAFE
+¥
¢ »e
BB £ 3 g 4 FEPE
[ 24244 ]
1. | CMUHI07-REC2-141 5ECVAL | *EERE 4 AL Durvalumab (MEDI4736)

*E 2 PRLPE

112 # 11 7 01 p 2 113 # 04" 30 P

2. CMUH112-REC2-149 L

[ ==
SRR ED LA
kg AR W 12023 &2 0 28 F %

EYEEI S

2024 #2727 p

3. | CMUHI06-REC2-126 | % =&

[ 2idp4 ]
*#% F 4 ¢ A Risankizumab
*E APRLPRE

12023 97 26p 3

2024 & 3 % 25

4, CMUHI109-REC2-191

Bl A

[z % >1dp2 ]
Ky i¥ 385% ¥ $ RSVPreF3 vaccine + ASO1E 2. #. #p & > 4%
2 5 WA EF S 01Nov2023 & 30Apr2024 o %5k & 4
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RSVPreF3 vaccine + ASO1E 2. benefit-risk profile 3 4% ﬁi“ﬁ 51l
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1. SUSAR Listing from 01 Nov 2023 to 30 Apr 2024 - RSVPreF3
vaccine + ASO1E 21 May 2024

CMUH111-REC2-140

L -2

[z =% >4 ]
*:¥5 B £ 4f © Ozanimod(BMS-986374/RPC1063)
kg pMARAWE D 112& 117 20p 2 113&05% 19 p

CMUH105-REC2-132

iR

(22 242 ]

*38% % 4 ¢ Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
PR LHRE

2023 #7 % 4p 1 2024&1°% 3p

CMUH106-REC2-036

I
|~
I

[(SF+%F2 0 4]
iR A D NA
*P g 12024 £ 02 7 26 P

CMUH111-REC2-082

W
|~
I

[ =% 2144 ]
*5% F 4 ¢4 * Epcoritamab
*E DMAFL B 12023 8% 1p 32024 1% 31p
*3< A& ' ISAFETY REPORT FOR EPCORITAMARB, Date: 18
March 2024, Interval covered: 01 August 2023 through 31
January 2024
* =0 i 4F 32 5% # & Epcoritamab p 2023 # 8 7 1 p 1 2024
# 17 31 p # &2 SUSAR Line Listing » # # 3 34 ¢ &
Hk % M22-132 4p B 7 SUSAR % &) - #p fF #78 4 22 SUSAR
TR EHEHTELRGNE T PR EHRLEF -
*HEEE Y LA T Venetoclax
*E DMAFL B 12023 57 29 p % 2023 & 11 % 28 p
*52 A&t 1Venetoclax, Blinded and Open Label Suspected
Unexpected Serious Adverse Reactions, (B-SUSAR) Line Listing
Medical Analysis, Reporting Interval: 29 May 2023 through 28
November 2023, Date of Report: 18 January 2024
* =t i 4F 32 5% % & Venetoclax p 2023 # 5 % 29 p 3 2023 &
11 * 28 p # 2. SUSAR Line Listing % 4~ {73¢ % > # ¢ 3
34 g8 A Esk k M22-132 4p B 9 SUSAR %k & » H) B #7424
2 SUSAR 7 e F 2 "% f 2 B AR% %

B

=

7 °

CMUH111-REC2-181

[z#% 2Pdp2)
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A - ERFANXFHLEREEC 2R
AR ApR% i";i w4 PG
R E S LA T AZD6738
g 2 AR B R L 14Jun2023 to 13Dec2023 (Report dated
05Jan2024)
*38% ¥ 4 ¢4 Durvalumab
g 2 AR R 0 01May2023 to 310¢t2023 (Report dated
27Nov2023)
g 2 AR B R L 01Nov2023 to 30Apr2024 (Report dated
28May2024)
[z#x 2134 ]
10. | CMUH108-REC2-059 LAWK | R 4 LA T MK-7339
*E DMAFLHRF 12023 & 127 16 p 3 2024 67 15
[z#x 2134 ]
DHREHE 2L
- INJ-64407564 (talquetamab) Development Safety Update
Report No. 7 Executive Summary; Period Covered: 7 April 2023
11. | CMUHI111-REC2-153 E£L T | to 6April 2024
- JNJ-64407564 (talquetamab) Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARs); PERIOD
COVERED BY THIS REPORT:
7 October 2023 to 6 April 2024
(2% 2132 ]
DL DML
12. | CMUH109-REC2-192 | £+ % | --JNJ-75348780 Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs); PERIOD COVERED BY
THIS REPORT: 23 October 2023 to 22 April 2024
[##]
13. | CMUHI106-REC2-158 FLR | R F A A L Investigator's Brochure
*ERk 1 15.0*p Hr 12024 £ 05 % 28 p
(&R
% E P LA Atezolizumab
14. | CMUH112-REC2-124 | #°fAF | *% 243 PR 12023 # 11 7 18 p 1 2024 # 05 » 17 p
*5% ¥ ¢4 Tiragolumab
*E MMAFA W 12023 &£ 10 7 22 p 2 2024 £ 04 % 21 P
(&R
15. | CMUHI113-REC2-016 SEH | *REREY LA T ALXN2220

*E AMFLHF 22122 0P 2 113 F6" 9p
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16.

CMUH109-REC2-179

[z =% 2142 ]
*REE Y LA T Atezolizumab

*Z dMAFLYF 2023 £ 110 18 p 3

*E% E 4 AL Tiragolumab

*E rMAFLHREF 2023 2107 22 1

s

2024 # 05 % 17 p

2024 & 04 7 21 p

17.

CMUH109-REC2-119

v AR

[eh2 242 ]

*5% ¥ ¢4 Tiragolumab
*E rMAFL B R L2023 & 10 ”
*REE P LA T Atezolizumab
*E rMIFL PR 12023 & 11 % 18

22 p

fex

[

2024 & 04 7 21 p

2024 # 05 % 17 p

18.

CMUH112-REC2-195

(2% 2par ]
*RKES LH V40
*F pPARLHF 12023 & 110 15 p

3]

2024 &# 57 14 p

19.

CMUH109-REC2-195

i

[ =% 214p4]

*H%E P LA Atezolizumab

*E rMAFL YR 2023 F 11 % 18 p
*H% F 4 A Tiragolumab

*E 2P ARAHEF 12023 £ 100 22 p

=)

=)

2024 £ 05 * 17 p

2024 & 04 * 21 p

20.

CMUH112-REC2-150

L i

[ % 2132 )
RREY LA MK-0616
g MM AFL W D 2023127 6P

=)

2024 # 6 * 5

21.

CMUH112-REC2-186

7l A

[DSMB ii-3%:d 4]
SAEE R p Y 113 E 061 27
[z 2132 ]

*:Rok F 4 LA ¢ Palazestrant (OP-1250)
*E rPAFLHE

112#05% 15p %

113 205" 14 p

22.

CMUH112-REC2-195

[ % 2132 )
REREP LA V940
* 2MPARL YT 202450 15p

3]

2024 &£ 6 7 8 p
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FRRE - Af (200940 4)
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