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[Respiratory failure]
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) Pneumonitis [Pneumonitis]
(Leucovorin) L
Sepsis in
CMUH110- 2212CHLO |Followup Injection )
3. 2022/11/20 immunosuppressed 1.3 A
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corticosteroids [Sepsis]
(7902 STUDY) ) )
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(Leucovorin) o
o Sepsis in
CMUH110- 2212CHLO [Followup Injection ]
6. 2022/11/20 immunosuppressed 13 A
REC3-102 03745 15 #3) ]
patients due to the use of
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(Leucovorin)
Injection Respiratory insufficiency
#3) [Respiratory failure]
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(oxaliplatin) Nosocomial pneumonia
Injection [Pneumonia]
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REC3-091 3 Delirium [Delirium]
Tablet, 3,7, 14
mg
2,3,
7:
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cal
Event
2,3,
I8
ACUTE MYELOID
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CMUH107- 2023A2623 o BACTEREMIA
16. 2023/11/11 Initial | GEMCITABIN ] 2,3 A
REC3-139 06 . (Bacteraemia)
IcoSema 700
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mg/mL PDS290
» (INSULIN
17. | CMUH111- | 2023/10/29 | 1134567 Initial %éﬁ?‘{?*‘ 1 A
ICODEC,
REC3-103
SEMAGLUTID
E) Solution for
injection
#1) MK-7339 )
. Anaemia
(olaparib) ) )
CMUH108- 2303ARGO |Followup Spinal compression
18. 2021/3/9 #2) 13 A
REC3-057 05425 3 fracture
PEMBROLIZU )
Anaemia
MAB
#1) MK-7339 Anaemia
(olaparib) Anaemia
CMUH108- 2303ARGO |Followup )
19. 2021/3/9 #2) Sepsis 131 A
REC3-057 05425 4
PEMBROLIZU Spinal compression
MAB fracture
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#1) MK-7339 )
. COVID-19 pneumonia
(olaparib) )
CMUH108- 2110FRAO |Followup Malignant neoplasm
20. 2021/10/6 #2) ) 1,231 A
REC3-057 03736 15 progression
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SUSAR Line Listing_27-May-2023 to 26-Nov-2023
1. | CMUH107-REC3-134 3 AW | X% E S L 0 Adagloxad simolenin (OBI-822)/0BI1-821
*E PRI HREF
112 2057 27p 3 112 % 117 26 p
[ < 2H4F2 ]
L s R ES LA MK-7339
- - 5-E ;':’
2. | CMUH108-REC3-057 | vx p gl w2023 £ 60 16 5 2023 & 12 7 15
2
[ =% 2444 ]
o ae | FERES AL Acalabrutinib
- - d
3. | CMUH108-REC3-162 B | s 11245047 30p 1 1124 10 7 30
2
[z 2H3F2 ]
*E5 ¥4 AL 0 Acalabrutinib
* ppEFL PR 2022 & 107 31 p 3 2023 # 10 °
30 p
[6 i * Line Listing)
e se | FRRERE L AL Acalabrutinib
- - BR ¢
4. | CMUH106-REC3-039 T | e p e s i2022# 100 3L p I 2023 i 04
29 p
[6 & * Line Listing]
*E % E 4 LA ¢ Acalabrutinib
*E rMIFL YR 120232042 30 1 2023 & 10
30 p
[z8% 2144 ]
- Féﬁé%é'ﬂn & 4L * Faricimab
. CMUHL11-REC3-148 e >HIFLYE 2023 #3 % 19p 1 2023 &9 % 18
2
[z8 = 2H4F2 ]
éﬁéﬁé%«’rﬂ ¢ #  Gedatolisib
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2
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*R % & AL ¢ Gedatolisib
*% pMIFL M 2023 #0577 30 p % 2023 F 11 7 29
P
(G IEIEIEE S |
. *Rok i LA 1 LNP023
7. | CMUHLIO-REC3-045 L *%iﬁﬁ%gﬁ:2w3304EMB I 2023 & 09 *
30 p
‘ [$%=5%%L 5 4]
8. | CMUH106-REC3-078 =R s A B B : 06-0CT-2023
(2% 2pdp4 ]
. *E%KE S LA 0 MK6482 BELZUTIFAN
9. | CMUHILREC3-116 | 3 2% |y s itz hm : 20032 045 287 3 2023 10
27 p
[ 8% 2H3F2 ]
*E ok ¥4 LA - RO7092284 (Tiragolumab)
% 2MARLHF 2022 F 040 22 1 2023 &£ 04 *
21 p
[ 8% 2H3F2 ]
*E ok ¥4 LA RO7092284 (Tiragolumab)
*% pMARL MR 02022 # 100 22 p % 2023 # 04 *
ew o | 21 P
10. | CMUH112-REC3-050 mE (2% > 142 )
*E5% ¥4 LA - RO5541267 (Atezolizumab)
*% p ML MR 02022 # 05 18 p % 2023 # 05 *
17 p
[ =% 2444 ]
*E%E S LA 0 RO5541267 (Atezolizumab)
*% pMARL MR 02022 % 117 18 p 3 2023 & 05 *
17 p
[z 2]
1.SSR_ abiraterone acetate_Blinded_29Apr2023-280c¢t2023
11. | CMUH109-REC3-145 tH *R5% ¥ LA+ INJ-212082 (abiraterone acetate)
*H rMARLHF C112& 047 29p 1 112 # 10 % 28
[z % 2Hdr2]
*:8 5% ¥ 4 LA : Obinutuzumab
*F pMARLHRF 0202305 01 p & 2023 & 10
12. | CMUH108-REC3-034 FLRE [31p
*E%E S LA Tocilizumab
*F pMARLHRF 2023047 11 p 3 2023 # 10 °
10 p
[H&-%Ezhx 22 ]
*F\ 75 .
1. Pozelimab SUSAR Line Listing Report 28-Feb-2023
Period covered : 25-Jul-2022 to 24-Jan-2023
13. | CMUH110-REC3-240 T 2. Pozelimab SUSAR Line Listing Report 22-Aug-2023

Period covered : 25-Jan-2023 to 24-Jul-2023

3. Cemdisiran SUSAR Line Listing Report 13-Jan-2023
Period covered : 12-Jun-2022 to 11-Dec-2022

4. Cemdisiran SUSAR Line Listing Report 25-Jul-2023
Period covered : 12-Dec-2022 to 11-Jun-2023
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CMUH109-REC3-185

\‘i\
uic
#

[z % 2pdp2]

*:#% ¥ 4 1 RELATLIMAB (BMS-986016)
SHELHAF I 112£03° 13p 1 112#09 7 12

P

15.

CMUH111-REC3-101

(2]
*mn & & Protocol clarification memo 23Jan2024
We wish to clarify that administration of the study drug
(SGN1) may be withheld
for reasons other than adverse events, such as partial or
complete response. If
all lesion(s) become too small or difficult to inject during the
scheduled
treatment visit, intratumoral injection may be temporarily
withheld until the
lesion(s) become accessible again for injection, provided there
iS no evidence
of disease progression during the treatment withhold period.
While treatment is
withheld, all safety laboratory tests and imaging studies
should continue per
the schedule outlined in Table 1.3 of the protocol till the
disease progression.
If the planned Day 1 of a cycle is unsuitable for resuming
study treatment, it
will be considered a cycle delay and documented as an
unscheduled visit. For
treatment scheduled on Day 8, 15, or 22 that cannot be
administered, that visit
may be skipped if deemed safe by the investigator. For delays
exceeding 56 days
from the most recent missed planned dosing date in subjects
deriving clinical
benefit, the medical monitor should be consulted prior to
resuming therapy and
the reason for resuming administration should be documented.
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Es
\1_
&

[#5]
RE A AT
PP 2024 & 01 % 24 p
[ﬁal
REREREH A
BEF.20244$ 0172 22¢p

¥

17.

CMUH112-REC3-030

g
|~
I3

[ =8« > {248 & -DSUR 13]
*REE 4 LfL ¢ Isatuximab
*E rPFLPRF L1 E0 Y 02p 2
2
[ % 2 {248 £ -SASR 20]
*R B E LA ¢ Isatuximab
*F rMPAFLPHF 1122030 02p I 112#09 7 01
A

112 # 03 * 01

18.

CMUH107-REC3-175

[ % 2p2dp ]

*:% %4 ¢ 4L : Durvalumab (MEDI4736)

*H rMFLHEF 1122052 01p 3 112# 10 % 31
2

113 # 02 * 07 p




PRFFAETERFRALGELAEF=F2LR §
~F-LlZERFCXBEEBESC 2R

V& ,
SRS £ A A 1S

[z 2p4p2]
19. | CMUH112-REC3-049 Fri | *3#m%®H 4L VAYT36
i MMARAWRFI2023 £ 40 1p % 2023# 9% 30p

[z =% 2142 ]
*:# % % L Nanatinostat

- - ¥ 1 =

20. | CMUHLIO-REC3-209 BT kg p g A w202 £100 27 3 2023 £ 04
26p 1% 2023 & 04" 27p % 2023 &£ 10" 26 p

[LR) BFRAEHE -

ER-FPPEFELTR (%)

2RE - TRERER (%)

47 - 4cf (08 004)

113 #02* 07 p % 45 F - £ 45 F




