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CMUH109- Follow FATAL HEMATOLOGIC | 1~
14, 2023/5/23 | 3264595 RO7092284 A
REC2-179 up 3 TOXICITY 2~3
CMUH109- Follow FATAL HEMATOLOGIC | 1~
15. 2023/5/23 | 3264595 RO7223188 A
REC2-179 up 3 TOXICITY 2~3
CMUH109- Follow
16. 2023/6/19 | 3372987 RO5541267 FATALPNEUMONIA |1-3| A
REC2-179 up 3
CMUH109- Follow
17. 2023/6/19 | 3372987 RO7092284 FATAL PNEUMONIA |1-3| A
REC2-179 up 3
CMUH109- Follow
18. 2023/6/19 | 3372987 R0O7223188 FATAL PNEUMONIA |1-3| A
REC2-179 up 3
FATAL ACUTE
CMUH109- Follow
19. 2023/8/7 | 3347259 RO7223188 INFUSION RELATED [1-3| A
REC2-179 up 1
REACTION
CMUH109- -
20. 2023/5/22 | 3338361 Initial RO5541267 |FATAL PANCYTOPENIA|1~3| A
REC2-179
CMUH109- -
21. 2023/5/22 | 3338361 Initial RO7223188 |FATAL PANCYTOPENIA|1~3| A
REC2-179
CMUH109- Follow INTERSTITIAL
22. 2022/3/9 | 3032553 RO7092284 23| A
REC2-119 up 8 PNEUMONIA
CMUH109- Follow INTERSTITIAL
23. 2022/3/9 | 3032553 R0O5541267 23 A
REC2-119 up 7 PNEUMONIA
CMUH109- Follow INTERSTITIAL
24, 2022/3/9 | 3032553 RO7092284 23 A
REC2-119 up 7 PNEUMONIA
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CMUH109- - FATAL MULTIPLE
25. 2023/4/21 | 3336688 Initial RO5541267 1-3] A
REC2-119 ORGAN FAILURE
CMUH109- FATAL MULTIPLE
26. 2023/4/21 | 3336688 Initial RO7092284 1-31 A
REC2-119 ORGAN FAILURE
CMUH109- Follow
217. 2022/12/26 | 3257753 RO5541267 FATAL PNEUMONIA [1-3]| A
REC2-119 up 1
CMUH109- Follow
28. 2022/12/26 | 3257753 RO7092284 FATAL PNEUMONIA [1-3]| A
REC2-119 up 1
CMUH109- Follow
29. 2021/12/15 | 2990144 RO5541267 | FATAL PNEUMONITIS |13 A
REC2-119 up 5
CMUH109- Follow
30. 2021/12/15 | 2990144 RO7092284 | FATAL PNEUMONITIS |13 A
REC2-119 up 5
#1) MK-7339
CMUH108- 2303JPNOO |Followup #2) ) )
31. 2023/3/17 Sepsis [Sepsis] 23| A
REC2-059 7117 8 PEMBROLIZU
MAB
LIFE THREATENING
CMUH111- N
32. 2023/5/1 | 3343273 Initial RO7198574 POSSIBLE FEBRILE 2 A
REC2-087
NEUTROPENIA
FATALPOSSIBLE
CMUH111- Follow
33. 2023/5/1 | 3343273 RO7198574 FEBRILE 1 A
REC2-087 up 1
NEUTROPENIA
LIFE THREATENING
CMUH111-
34. 2023/7/21 | 3396682 Initial RO7198574 | SUPRAVENTRICULAR |23 A
REC2-087
TACHYCARDIA
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
35. 2023/5/12 23 [ A
REC2-158 04756 11 MAB [Haemorrhage intracranial]
#2 ) MK-7902
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Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 ) )
haemolytic anaemia]
CMUH109- 2202JPNO0O |Followup #2) o
36. 2022/2/8 Hyperthyroidism 13 A
REC2-158 2881 22 PEMBROLIZU H yroidism
yperthyroidism
MAB
Adrenal insufficiency
[Adrenal insufficiency]
#1)
CMUH109- 2305CHNO |Followup| PEMBROLIZU | Intracranial hemorrhage
37. 2023/5/12 ) ] 23 [ A
REC2-158 04756 12 MAB [Haemorrhage intracranial]
#2 ) MK-7902
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) Digestive tract bleeding
CMUH109- 2302ARGO |Followup ) )
38. 2023/2/7 OXALIPLATIN [Gastrointestinal 13 A
REC2-158 03128 9
#4) haemorrhage]
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#1)
OXALIPLATIN |Acute kidney injury [Acute
#2) kidney injury]
CMUH109- 2211ARGO |Followup o )
39. 2022/11/24 LEUCOVORIN| Digestive tract bleeding | 1,3 | A
REC2-158 08422 19
#3) [Gastrointestinal
5-FLUOROUR haemorrhage]
ACIL
#1) MK-7902
Malignant neoplasm
CMUH109- 2208ARGO |Followup #2) ) .
40. 2022/8/20 progression [Malignant | 1,3 [ A
REC2-158 09228 17 PEMBROLIZU )
neoplasm progression]
MAB
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#1)
OXALIPLATIN |Acute Kidney injury [Acute
#2) kidney injury]
CMUH109- 2211ARGO |Followup
41. 2022/11/24 LEUCOVORIN| Digestive tract bleeding | 1,3 | A
REC2-158 08422 20
#3) [Gastrointestinal
5-FLUOROUR haemorrhage]
ACIL
#1)
Intracranial hemorrhage
CMUH109- 2305CHNO |Followup| PEMBROLIZU ] ]
42. 2023/5/12 [Haemorrhage intracranial]| 2,3 | A
REC2-158 04756 13 MAB ] ]
seizure [Seizure]
#2 ) MK-7902
Intracranial hemorrhage
[Haemorrhage intracranial]
#1)
seizure [Seizure]
CMUH109- 2305CHNO |Followup| PEMBROLIZU ) )
43. 2023/5/12 upper gastrointestinal 23| A
REC2-158 04756 14 MAB
hemorrhage [Upper
#2) MK-7902 o
gastrointestinal
haemorrhage]
#1)
OXALIPLATIN |Acute kidney injury [Acute
#2) kidney injury]
CMUH109- 2211ARGO |Followup o )
44, 2022/11/24 LEUCOVORIN| Digestive tract bleeding | 1,3 | A
REC2-158 08422 21
#3) [Gastrointestinal
5-FLUOROUR haemorrhage]
ACIL
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45.

CMUH109-
REC2-158

2023/2/7

2302ARGO
03128

Followup
10

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

[Gastrointestinal

haemorrhage]

Digestive tract bleeding

1,3

46.

CMUH109-
REC2-158

2023/4/20

2304DEU0
09003

Initial

#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
OXALIPLATIN
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOV
ORIN

septic shock [Septic shock]

13
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#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) Digestive tract bleeding
CMUH109- 2302ARGO |Followup
47. 20237217 OXALIPLATIN [Gastrointestinal 13 A
REC2-158 03128 11
#4) haemorrhage]
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 _ _
haemolytic anaemia]
CMUH109- 2202JPNOO |Followup #2) o
48. 2022/2/8 Hyperthyroidism 13 A
REC2-158 2881 23 PEMBROLIZU o
[Hyperthyroidism]
MAB
Adrenal insufficiency
[Adrenal insufficiency]
Intracranial hemorrhage
[Haemorrhage intracranial]
#1)
seizure [Seizure]
CMUH109- 2305CHNO |Followup| PEMBROLIZU ) )
49, 2023/5/12 upper gastrointestinal 23| A
REC2-158 04756 15 MAB
hemorrhage [Upper
#2) MK-7902 o
gastrointestinal
haemorrhage]
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#1) MK-7902
#2)
PEMBROLIZU
MAB Diarrhea [Diarrhoea]
#3) Sepsis (positiv to
CMUH109- 2203FRAQ |Followup
50. 2022/3/16 LEUCOVORIN staphylocoque 23| A
REC2-158 07103 20 ] o
#4) epidermidis)
OXALIPLATIN| [Staphylococcal sepsis]
#5)
5-FLUOROUR
ACIL
#1) MK-7902
#2)
PEMBROLIZU
MAB Gastric bleed [Gastric
#3) haemorrhage]
CMUH109- 2212USAO0 |Followup )
51. 2022/12/15 OXALIPLATIN Generalized Muscle 131 A
REC2-158 06951 13
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
#1) MK-7902
#2)
PEMBROLIZU
MAB Gastric bleed [Gastric
#3) haemorrhage]
CMUH109- 2212USAO0 |Followup )
52. 2022/12/12 OXALIPLATIN Generalized Muscle 131 A
REC2-158 06951 14
#4) Weakness [Muscular
LEUCOVORIN weakness]
#5)
5-FLUOROUR
ACIL
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Intracranial hemorrhage
[Haemorrhage intracranial]
#1) : :
seizure [Seizure]
CMUH109- 2305CHNO |Followup| PEMBROLIZU ) }
53. 2023/5/12 upper gastrointestinal 2,3 A
REC2-158 04756 16 MAB
hemorrhage [Upper
#2 ) MK-7902
gastrointestinal
haemorrhage]
CMUH109- 202208160 [follow-up LOWER RESPIRATORY
54, 2022/8/6 JNJ-75348780 13 A
REC2-192 20(1) 1 TRACT INFECTION
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2305CHNO |Followup| 5-FLUOROUR )
55. 2023/5/12 Electrolyte imbalance 23| A
REC2-155 04740 8 ACIL FOR
JAPAN
#3)
CISPLATIN
FOR JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2305CHNO |Followup| 5-FLUOROUR )
56. 2023/5/12 Electrolyte imbalance 23| A
REC2-155 04740 9 ACIL FOR
JAPAN
#3)
CISPLATIN
FOR JAPAN
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#1) MK-3475
Study (Code not
broken) Alanine aminotransferase
#2) increased
CMUH109- 2307CHNO |Followup| CISPLATIN Dermatitis
57. 2023/7/12 2,3 A
REC2-155 12350 7 FOR JAPAN Pneumonitis
#3) Hepatic function abnormal
5-FLUOROUR Pneumonia
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Alanine aminotransferase
58 CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN increased 23 A
REC2-155 12350 8 FOR JAPAN Pneumonitis
#3) Pneumonia
5-FLUOROUR [ Hepatic function abnormal
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Pneumonitis
#2) Alanine aminotransferase
50, CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN increased 23 A
REC2-155 12350 9 FOR JAPAN Pneumonia
#3) Hepatic function abnormal
5-FLUOROUR Dermatitis
ACIL FOR
JAPAN
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#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Pneumonitis
CMUH109- 2307CHNO |Followup| CISPLATIN [ Alanine aminotransferase
60. 2023/7/12 2,3 A
REC2-155 12350 10 FOR JAPAN increased
#3) Pneumonia
5-FLUOROUR [ Hepatic function abnormal
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Pneumonia
61 CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN Pneumonitis 23 A
REC2-155 12350 11 FOR JAPAN [ Alanine aminotransferase
#3) increased
5-FLUOROUR [ Hepatic function abnormal
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Hepatic function abnormal
62, CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN Pneumonia 23 A
REC2-155 12350 12 FOR JAPAN Pneumonitis
#3) Alanine aminotransferase
5-FLUOROUR increased
ACIL FOR
JAPAN
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#1) MK-3475
Study (Code not
broken) Pneumonitis
#2) Alanine aminotransferase
CMUH109- 2307CHNO |Followup| CISPLATIN increased
63. 2023/7/12 2,3 A
REC2-155 12350 13 FOR JAPAN Pneumonia
#3) Hepatic function abnormal
5-FLUOROUR Dermatitis
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2305CHNO |Followup| 5-FLUOROUR
64. 2023/5/12 Electrolyte imbalance 23| A
REC2-155 04740 10 ACIL FOR
JAPAN
#3)
CISPLATIN
FOR JAPAN
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Pneumonitis
65, CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN | Alanine aminotransferase 23 A
REC2-155 12350 14 FOR JAPAN increased
#3) Pneumonia
5-FLUOROUR | Hepatic function abnormal
ACIL FOR
JAPAN
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66.

CMUH111-
REC2-084

2023/5/4

2308USA0
05195

Initial

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3

112 # 09 » 27 p

¥
N
o
b

|+




PRFFAETERRFRAIGRLE Y AL ¢

-

-F-

Al -

ZERFLXF R ERES(D PR

¢

L P

% > 1aF
2 S5

SIS )
&

B

|4
|5

" 5

*AFE R

i
,‘m

por
e

67.

CMUH111-
REC2-084

2023/8/12

2308ESP00
5496

Initial

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

Bilateral pneumonia

[Pneumonia]

1.3
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68.

CMUH111-
REC2-084

2023/8/12

2308ESP00
5496

Followup
1

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

Bilateral pneumonia

[Pneumonia]

1.3
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69.

CMUH111-
REC2-084

2023/8/11

2308ESP00
5496

Followup
2

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

Bilateral pneumonia

[Pneumonia]

1.2.3
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70.

CMUH111-
REC2-084

2023/5/4

2308USA0
05195

Followup
1

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3
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71.

CMUH111-
REC2-084

2023/8/3

2308KOR0
08179

Initial

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

pneumonia [Pneumonia]
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72.

CMUH111-
REC2-084

2023/5/4

2308USA0
05195

Followup
2

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3
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73.

CMUH111-
REC2-084

2023/8/3

2308KOR0
08179

Followup
1

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

pneumonia [Pneumonia]
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(gemcitabine) Worsened Anemia
CMUH111- 2308USAO |Followup| Intravenous [Anaemia]
74. 2023/8/11 o _ 23 | A
REC2-084 05195 3 infusion Hypotension
#2) [Hypotension]
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
TR
ne FEALCEARE
E
2 7
B X L LA FEPZ
(GEIEIEICE TS |
1. | CMUH104-REC2-102 | tR4rik | *3#5% # 4 &4 - Nivolumab
*H rMAFLHEF L112E201 2 04p 3 112207 % 03 P
(GEIEIEICE TS |
*#5% %4~ A : Datopotamab deruxtecan (Dato-DXd,
- - EX:§
2. CMUH111-REC2-083 3 AW DS-1062a)
*E rMEFLHF Ll E 112 17 p 2 112F 050 16 P
[z 2PBF2]
*Eo% ¥4 L4 - LENALIDOMIDE
*E pMIFL MR 2022 F 067 27 p % 2022 F 12" 26 P
*R ok E & # : POMALIDOMIDE
3. | CMUH110-REC2-177 | £1 % |*% 2 M 3p£LHF 12022208 % 08 p 1 2023 %02 % 07 p
*:&% %1 L : Nirogacestat
*H rMAFL MR 12022204 24 p 3 2023 & 107 23 p
*:R5% ¥ ¥ ¢ 4L © Elranatamab
*H pMIFLHREF 2022 F 097 27 p % 2023037 26 P
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21
BB * % -.-.F;« FAPMF
(2% 2pdp4 ]
*:8 5% % 4 A © Nivolumab/Ipilimumab/Fluorouracil/Cisplatin
4, | CMUHI105-REC2-132 | thikiR | *& 2 2R L DR ©
2022 # 7" 4p 3 2023& 1" 3p
2023 &# 1% 4p 32023 & 7" 3p
(2% 2pdp4 ]
5 *RFE P L AL 1 GS-5245
5. | CMUH111-REC2-193 | % % # g if’iiﬁ—éﬁﬁ“ :
01-Dec-2022 ~31-May-2023
(G IEIEIEE S |
1.Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) CNTO 1959 (guselkumab) PERIOD
COVERED BY THIS REPORT:13 January 2023 to 12 July 2023
*R2 # LA © CNTO 1959 (guselkumab)
L | *E 2SR HP R 1 13 January 2023 to 12 July 2023
6. CMUHL1I-REC2-231 ¥ 2. Janssen Research & Development Development Safety Update
Report No. 13
Executive Summary CNTO 1959 (guselkumab) Period Covered:
13 July 2022 to 12 July 2023
*ESKE S LA 0 CNTO 1959 (guselkumab)
*% > 3R 2 Hp /13 July 2022 to 12 July 2023
[ =% 2144 ]
*#% % LA Nivolumab
*5 A& DSUR no.12 17Aug2023
e | FEDMEARE B 12022 £ 07 7 04 p 2 2023 &£ 07 * 03 p
7. | CMUH108-REC2-149 | # &+ (2% > prde 2 )
*R %% %4 4L Rucaparib
*5 A& DSUR no.12 22Aug2023
*% pMIFLHREF 2022 F 067 28 p & 2023 F 06 * 27 p
[z 2]
8. | CMUH111-REC2-176 | & %P | *3#s% ¥4 &4 : brepocitinib
*F pMHFLYEF 112057 06p % 112708 05 p
o (2% 2]
9. | CMUH111-REC2-049 if‘ *EKES LA VAYT36
* *F rMAFL MR 20222 10% 01 p % 2023 #0327 31 P
[z 2pa2]
10. | CMUH110-REC2-250 | % i~ | *32s% &4 £ i -
*H MMARL MR 2023 #01 % 01 p % 2023 # 06 % 30 P
[ DSMB ii-3%:d 4]
*AkG it pdy 12023032 17p ~2023 077 21 p -
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