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CMUH113- 2024AR00 Bowel infarction, Left
1. 2024/6/15 initial ARO-DM1 1 C
REC2-104 00046 thigh abscess
CMUH113- 2024AR00 Bowel infarction, Left
2. 2024/6/15 FU1 ARO-DM1 1 C
REC2-104 00046 thigh abscess
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CMUHI113- 2024AR00 Bowel infarction, Left
4. 2024/6/15 FU3 ARO-DM1 1 C
REC2-104 00046 thigh abscess
AUTOIMMUNE
CMUH112- 2024A1188 Blinded for
5. 2024/5/20 Initial PANCREATITIS 2,3 A
REC2-096 23 Investigator
(Autoimmune pancreatitis)
CMUH112- 2024A1129 [follow up| Blinded for | ACUTE PANCREATITIS
6. 2024/4/29 2,3 A
REC2-096 44 1 Investigator (Pancreatitis acute)
ACUTE INTERSTITIAL
CMUH112- 2024A1008 [follow up| Blinded for |[LUNG DISEASE UNDER
7. 2024/4/23 L3 A
REC2-096 56 2 Investigator IMMUNOTHERAP
(Interstitial lung disease)
AUTOIMMUNE
CMUH112- 2024A1188 [follow up| Blinded for
8. 2024/5/20 PANCREATITIS 2,3 A
REC2-096 23 1 Investigator
(Autoimmune pancreatitis)
AUTOIMMUNE
CMUH112- 2024A1188 [follow up| Blinded for
9. 2024/5/20 PANCREATITIS 2,3 A
REC2-096 23 2 Investigator
(Autoimmune pancreatitis)
AUTOIMMUNE
CMUH112- 2024A1188 [follow up| Blinded for
10. 2024/5/20 PANCREATITIS 2,3 A
REC2-096 23 3 Investigator
(Autoimmune pancreatitis)
1,3,
1.SHOCK SEPTIC (Septic [ 7:Imp
CMUH112- 2023A2903 |follow up| Blinded for shock) ortant
11. 2023/12/19 A
REC2-096 19 4 Investigator 2.PNEUMONIA medic
(Pneumonia) al
event
1,3,
I.PNEUMONITIS 7:Imp
CMUH112- 2023A2903 |follow up| Blinded for (Pneumonitis) ortant
12. 2023/12/19 A
REC2-096 19 5 Investigator |2.SHOCK SEPTIC (Septic |medic
shock) al
event
CMUH112- 2024A1129 [follow up| Blinded for | ACUTE PANCREATITIS
13. 2024/4/29 2,3 A
REC2-096 44 2 Investigator (Pancreatitis acute)
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1,3,
1.SHOCK SEPTIC (Septic |7:Imp
CMUH112- 2023A2903 |follow up| Blinded for shock) ortant
14, 2023/12/19 A
REC2-096 19 6 Investigator 2.PNEUMONITIS medic
(Pneumonitis) al
event
1,3,
1.PNEUMONITIS 7:Imp
CMUH112- 2023A2903 |follow up| Blinded for (Pneumonitis) ortant
15. 2023/12/19 A
REC2-096 19 7 Investigator [2.SHOCK SEPTIC (Septic |medic
shock) al
event
1,3,
1.PNEUMONITIS 7:Imp
CMUH112- 2023A2903 |follow up| Blinded for (Pneumonitis) ortant
16. 2023/12/19 A
REC2-096 19 8 Investigator [2.SHOCK SEPTIC (Septic |medic
shock) al
event
#1 ) MK-7902
#2)
PEMBROLIZU
MAB
CMUH109- 2207CHNO |Followup
17. 2022/7/2 #3) lung infection [Pneumonia]| 1,3 | A
REC2-158 01119 30
CAPECITABIN
E
#4)
OXALIPLATIN
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#1 ) MK-7902
#2)
PEMBROLIZU
MAB Maligant Neoplasm
CMUH109- 2207CHNO |Followup
18. 2022/7/2 #3) Progression [Malignant | 1,3 | A
REC2-158 01119 31
CAPECITABIN| neoplasm progression]|
E
#4)
OXALIPLATIN
202402GL ALXN1210 vs |Cytokine release syndrome
CMUH111- )
19. 2024/2/11 [ O000699T | FU14 | Placebo (Code [Cytokine release 1,34 A
REC2-211
R not broken) syndrome]
202406GL ALXNI210 vs
CMUHI111- Pericardial tamponade
20. 2024/6/29 [0001881D| FU1 Placebo (Code 2 A
REC2-211 [Cardiac tamponade]
E not broken)
202406GL ALXNI210 vs
CMUHI111- Pericardial tamponade
21. 2024/6/29 [0O001881D | Initial | Placebo (Code 2 A
REC2-211 [Cardiac tamponade]
E not broken)
ALXNI1210 vs
CMUH111- 202407GL Sudden death of unknown
22. Unk FU1 Placebo (Code 1 A
REC2-211 0000864ES cause [Sudden death]
not broken)
ALXNI1210 vs
CMUH111- 202407GL Sudden death of unknown
23. Unk FU2 Placebo (Code 1 A
REC2-211 0O000864ES cause [Sudden death]
not broken)
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2404CHLO [Followup
24, 2024/4/24 OXALIPLATIN Pulmonary sepsis 1,3 A
REC2-155 11691 3
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
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2024/4/24

2404CHLO
11691

Followup

4

#1 ) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN
#4)
LEUCOVORIN
[FOLINIC
ACID]

Pneumonia

1,3

26.

CMUH109-

REC2-155

2024/5/24

2406CHNO
07440

Followup

12

#1 ) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Cerebral haemorrhage

Platelet count decreased

Death

13

27.

CMUH109-

REC2-155

2024/5/24

2406CHNO
07440

Followup

13

#1 ) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Cerebral haemorrhage

Platelet count decreased

Death

13
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#1 ) MK-3475
Study (Code not
broken)
#2) Cerebral haemorrhage
CMUH109- 2406CHNO [Followup
28. 2024/5/24 CISPLATIN | Platelet count decreased |1,2,3| A
REC2-155 07440 14
FOR JAPAN Death
#3)5-
FLUOROURAC
IL FOR JAPAN
#1) MK-3475
Study (Code not
broken)
#2) Cerebral haemorrhage
CMUH109- 2406CHNO [Followup
29. 2024/5/24 CISPLATIN | Platelet count decreased |1,2,3| A
REC2-155 07440 15
FOR JAPAN Death
#3)5-
FLUOROURAC
IL FOR JAPAN
#1 ) MK-3475
Study (Code not
broken)
#2) Cerebral haemorrhage
CMUH109- 2406CHNO [Followup
30. 2024/5/24 CISPLATIN | Platelet count decreased |1,2,3| A
REC2-155 07440 16
FOR JAPAN Death
#3)5-
FLUOROURAC
IL FOR JAPAN
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31.

CMUH109-
REC2-155

2024/5/24

07440

2406CHNO

Followup

17

#1 ) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)5-
FLUOROURAC
IL FOR JAPAN

Cerebral haemorrhage

Platelet count decreased

Death

1,23 A

32.

CMUHI111-
REC2-084

2024/3/6

2403JPNO0O
2085

Followup
27

#1 ) MK-3475
(pembrolizumab
) Solution for
injection
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Pneumonitis [Pneumonitis]

2,31 A
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33.

CMUHI111-
REC2-084

2024/2/18

2402ISR00
8192

Followup
10

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

pancytopenia

[Pancytopenia]

2,3

34.

CMUHI111-
REC2-153

2023/9/7

202309150
18(7)

follow-

up(7)

1)
DARATUMUM
AB
2)
TALQUETAMA
B

PNEUMONIA

1,2,3

35.

CMUHI111-
REC2-153

2023/11/23

202311705
89(17)

follow-

up(17)

1)
DARATUMUM
AB
2)
POMALIDOMI
DE

FAILURE

2) HEART FAILURE

1) MULTIPLE ORGAN

12,3

11309 " 25p
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1)
TALQUETAMA 1) MENINGITIS
CMUHI111- 202404196 | follow- B 2) ACUTE
36. 2024/4/7 23| A
REC2-153 47(8) up(8) 2) HYPERCAPNIC
DARATUMUM |RESPIRATORY FAILURE
AB
1)
DARATUMUM
1) HYPOXEMIC
CMUH111- 202405392 | follow- AB
37. 2024/5/10 RESPIRATORY FAILURE| 23 | A
REC2-153 92(10) | up(10) 2)
2) PARAINFLUENZA
POMALIDOMI
DE
1)
DARATUMUM
1) HYPOXEMIC
CMUH111- 202405392 | follow- AB
38. 2024/5/10 RESPIRATORY FAILURE| 23 | A
REC2-153 92(11) up(11) 2)
2) PARAINFLUENZA
POMALIDOMI
DE
1) 1) NEUTROPENIA-
TALQUETAMA HIGH-RISK
CMUHI111- 202405778 | follow- B 2) ANEMIA
39. 2024/5/27 23,71 A
REC2-153 61(9) up(9) 2) 3) HYPOKALEMIA
DARATUMUM 4) BULLOUS
AB CELLULITIS MID
1)
DARATUMUM
CMUHI111- 202407123 | follow- AB 1) INFECTION 1,2,3,
40. 2024/7/3 A
REC2-153 93(3) up(3) 2) 2) SEPSIS 4
TALQUETAMA
B
113 209 % 25 p $ 34 F £ 37 F
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1)
DARATUMUM
CMUHI11- 202407123 | follow- AB 1) INFECTION 1,2,3,
41. 2024/7/3 A
REC2-153 93(4) up(4) 2) 2) SEPSIS 4
TALQUETAMA
B
2,3,
7:
Impor
CMUHI112- 2024A1708 Blinded for
42. 2024/7/22 Initial SEPSIS (Sepsis) tant | A
REC2-157 54 Investigator
medic
al
event
2,3,
7:
Impor
CMUH112- 2024A1708 |follow up| Blinded for
43. 2024/7/24 SEPSIS (Sepsis) tant | A
REC2-157 54 1 Investigator
medic
al
event
(%] PR -
x FEELCFAFE
4 ,
33 * ¢ ¥ FEP G
ERR
[z¥r = 244p4]
Arcus_AB122 6MLL 01-Jan-2024 to 30-Jun-
2024 BR+6MLL
*RB E L AL 1 zimberelimab (AB122)
1. CMUH109-REC2-183 3?&% *E AMAFLHDF 3£ 002 01 p 2 113 # 06 % 30

P

Arcus_AB154 6MLL 01-Jan-2024 to 30-Jun-
2024 BR+6MLL
*Eok # 4 ¢4 © domvanalimab (AB154)
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*F pMIFLYPEF 113 E01 2 01 p 3 113 & 06 % 30
2

DSUR - AB122 - 03032023 - 02032024

*i8% ¥ 4 LA ¢ zimberelimab (AB122)

*E MMAFLHF C112£ 032 03 p % 113 #0377 02
2

CMUH111-REC2-083

[z 244 ]

*38% ¥ 4 ¢ Datopotamab deruxtecan (Dato-DXd; DS-
1062a)

g pMIFLDPEFIIEILY 17p 2 113 EF057% 16
2

CMUH110-REC2-250

[ % 2idrs ]

SRR ER L

*E rMIFLPRE 2024017 01 p 3 2024 & 06
30 B

CMUH111-REC2-069

[z % 214 ]

*:x o F 4 2 4L 0 HZN-825

¥ 2MAF LW 12023 067 10 p 3 2024 # 06
301

CMUH112-REC2-095

o AR

[DSMB i+ 3 4]

Rk p # 12024 # 08 % 26 1

[z % 2482 ]

ERRER LA

g 2MARA R 12024 & 01 7 Ol p X 2024 # 06 ”
30p

CMUH112-REC2-138

[z#p= 244 ]

*5% F ¢4 Dexpramipexole

*E pMAFLYEF 12023 F 067 01 p 3 2024 F 05
31 p

CMUH113-REC2-124

MRS

[##]
*MoF DA 3F A a0 Rocatinlimab - Important new safety
information regarding new important potential risk of
gastrointestinal (GI) ulceration which may lead to GI

hemorrhage or GI perforation 20 August 2024

CMUH111-REC2-231

[z 24 2]
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1.Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) CNTO 1959 (guselkumab)
PERIOD COVERED BY THIS REPORT:13 January 2024 to
12 July 2024

*R% E P LA 0 CNTO 1959 (guselkumab)

g p 4R ) R 013 January 2024 to 12 July 2024
2.Janssen Research & Development Development Safety
Update Report No. 14 Executive Summary CNTO 1959
(guselkumab) Period Covered: 13 July 2023 to 12 July 2024
*R% E P LA 1 CNTO 1959 (guselkumab)

*g pMAFEL B 13 July 2023 to 12 July 2024

CMUH113-REC2-124

MRS

[ 244 ]

*:E% & ¢ 1 Rocatinlimab

g pMIFLDPEF 2023 F TP 1 p 3 2024 F 67 30
p

(] FRPH -

B8 REPEELHCH)

FHE - REERW)

kil

EE

!

gk (2030 )
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