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CMUH111- 202307538 |follow-up PNEUMONIAWITH
1. 2023/7/24 2) 237 A
REC2-153 40 (1) 1 SEPTIC SHOCK
DARATUMUMA
B
1)
TALQUETAMAB
CMUH111- 202307538 |follow-up PNEUMONIAWITH
2. 2023/7/24 2) 2371 A
REC2-153 40 (3) 3 SEPTIC SHOCK
DARATUMUMA
B
CMUH109- Follow
3. 2023/7/13 | 3389994 RO5541267 |FATALPNEUMONITIS| 1,3 | A
REC2-179 up 3
CMUH109- Follow
4. 2023/7/13 | 3389994 RO7092284 |[FATALPNEUMONITIS| 1,3 | A
REC2-179 up 3
Intracranial hemorrhage
[Haemorrhage
#1) intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZUM seizure [Seizure]
5. 2023/5/12 ) ) 23 [ A
REC2-158 04756 17 AB upper gastrointestinal
#2 ) MK-7902 hemorrhage [Upper
gastrointestinal
haemorrhage]
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#1) MK-7902
#2)
PEMBROLIZUM
AB
#3)
OXALIPLATIN
6 CMUH109- 2023/4/20 2304DEUO |Followup #4) septic shock [Septic 13| A
REC2-158 09003 1 5-FLUOROURA shock]
CIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOVO
RIN
Paralytic ileus [lleus
#1) MK-7902 paralytic]
#2) Nausea [Nausea]
PEMBROLIZUM| diarrhea [Diarrhoea]
; CMUH109- 2022/9/1 22091TAQO | Followup AB Septic shock [Septic 123| A
REC2-158 1510 24 #3) shock]
CAPECITABINE DECREASED
#4) POTASSIUM [Blood
OXALIPLATIN | potassium decreased]
Fever [Pyrexia]
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#1) MK-7902
#2)
PEMBROLIZUM
AB
#3)
OXALIPLATIN
CMUH109- 2304DEUO |Followup #4) septic shock [Septic
8. 2023/4/20 13 ] A
REC2-158 09003 2 5-FLUOROURA shock]
CIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOVO
RIN
#1) MK-7902
#2)
PEMBROLIZUM
CMUH109- 2207CHNO |Followup AB lung infection
9. 2022/7/2 ) 13 A
REC2-158 01119 26 #3) [Pneumonia]
CAPECITABINE
#4)
OXALIPLATIN
Autoimmune hemolytic
anemia [Autoimmune
#1) MK-7902 _ _
haemolytic anaemia]
CMUH109- 2202JPNOO |Followup #2) o
10. 2022/2/8 Hyperthyroidism 1,3 A
REC2-158 2881 24 PEMBROLIZUM o
[Hyperthyroidism]
AB ) N
Adrenal insufficiency
[Adrenal insufficiency]
Gastrointestinal bleeding
#1) ) )
[Gastrointestinal
CMUH109- 2203CHNO |Followup| OXALIPLATIN
11. 2022/3/24 haemorrhage] 131 A
REC2-158 09107 19 #2)
lung infection
CAPECITABINE )
[Pneumonia]
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Intracranial hemorrhage
#1) MK-7902
[Haemorrhage
CMUH109- 2211CHNO |Followup #2) . ]
12. 2022/11/16 intracranial] 1,231 A
REC2-158 05987 9 PEMBROLIZUM
Death NOS(Unexplained
AB
death) [Death]
#1) MK-7902
#2)
PEMBROLIZUM
AB
#3)
OXALIPLATIN
CMUH109- 2304DEUO |Followup #4) septic shock [Septic
13. 2023/4/20 131 A
REC2-158 09003 3 5-FLUOROURA shock]
CIL
#5)
LEUCOVORIN
#6)
LEVOLEUCOVO
RIN
Intracranial hemorrhage
[Haemorrhage
#1) intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZUM seizure [Seizure]
14. 2023/5/12 ) ) 23 [ A
REC2-158 04756 18 AB upper gastrointestinal
#2 ) MK-7902 hemorrhage [Upper
gastrointestinal
haemorrhage]
Intracranial hemorrhage
[Haemorrhage
#1) intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZUM seizure [Seizure]
15. 2023/5/12 ) ) 23 [ A
REC2-158 04756 19 AB upper gastrointestinal
#2 ) MK-7902 hemorrhage [Upper
gastrointestinal
haemorrhage]

112 # 10 » 25 p




RFFAFTARFRFIRRLA PR

—F- Lo ERFL- TR EREE(C RK)
)3 X >R | RE
e | BA PP L *AE % |FR
B 2 s &
#1) MK-7902 )
Malignant neoplasm
CMUH109- 2208ARGO |Followup #2) . .
16. 2022/8/20 progression [Malignant | 1,3 | A
REC2-158 09228 18 PEMBROLIZUM )
neoplasm progression]
AB
Intracranial hemorrhage
[Haemorrhage
#1) intracranial]
CMUH109- 2305CHNO |Followup| PEMBROLIZUM| upper gastrointestinal
17. 2023/5/12 23 [ A
REC2-158 04756 20 AB hemorrhage [Upper
#2 ) MK-7902 gastrointestinal
haemorrhage]
seizure [Seizure]
#1) MK-7902
#2)
PEMBROLIZUM
AB
#3) Digestive tract bleeding
CMUH109- 2302ARGO |Followup ) )
18. 2023/2/7 OXALIPLATIN [Gastrointestinal 131 A
REC2-158 03128 12
#4) haemorrhage]
5-FLUOROURA
CIL
#5)
LEUCOVORIN
#1)
OXALIPLATIN Acute kidney injury
#2) [Acute kidney injury]
CMUH109- 2211ARGO |Followup o ]
19. 2022/11/24 LEUCOVORIN | Digestive tract bleeding | 1,3 A
REC2-158 08422 22 ) )
#3) [Gastrointestinal
5-FLUOROURA haemorrhage]
CIL
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#1) MK-7902
#2)
PEMBROLIZUM
AB ) )
43) septic shock [Septic
CMUH109- 2304DEUO |Followup shock]
20. 2023/4/20 OXALIPLATIN ) ) 13 A
REC2-158 09003 4 44) Gastric perforation
[Gastric perforation]
5-FLUOROURA
CIL
#5)
LEUCOVORIN
CMUH109- 2023-ARC-| Follow Blood creatinine
21. 2023/8/14 Zimberelimab 1 A
REC2-183 000375 up 1 increased
CMUH109- 2022-ARC-| Follow ] ) ]
22. 2022/8/20 Carboplatin Neutropenic sepsis 1 A
REC2-183 000275 up 7
CMUH109- 2022-ARC-| Follow ] ) ]
23. 2022/8/20 Carboplatin Neutropenic sepsis 1 A
REC2-183 000275 up 8
Brain
CMUH109- 2023-ARC-| Follow
24, 2023/2/22 Pemetrexed herniation;lschaemic 1 A
REC2-183 000065 up 6
stroke
#1) Cemiplimab
(CEMIPLIMAB)
Injection {Lot #
8334000018} ANAPHYLACTIC
CMUH106- 2022-09903|follow up )
25. 2022/7/26 #2) SHOCK [Anaphylactic [2~3]| A
REC2-057 2 1
Paclitaxel*R2810 shock]
*123950
(Paclitaxel)
Unknown
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#1) MK-3475 .
Dermatitis
Study (Code not -
Pneumonitis
broken)
Alanine aminotransferase
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
26. 2023/7/12 increased 2,3 A
REC2-155 12350 15 FOR JAPAN )
Pneumonia
#3) ) .
Hepatic function
5-FLUOROURA
abnormal
CIL FOR JAPAN
#1) MK-3475 »
Pneumonitis
Study (Code not
Alanine aminotransferase
broken) .
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
27. 2023/7/12 Pneumonia 2,3 A
REC2-155 12350 16 FOR JAPAN ] ]
Hepatic function
#3)
abnormal
5-FLUOROURA .
Dermatitis
CIL FOR JAPAN
#1) MK-3475 »
Pneumonitis
Study (Code not
Alanine aminotransferase
broken) )
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
28. 2023/7/12 Pneumonia 2,3 A
REC2-155 12350 17 FOR JAPAN ] ]
Hepatic function
#3)
abnormal
5-FLUOROURA -
Dermatitis
CIL FOR JAPAN
#1) MK-3475
Pneumonitis
Study (Code not
Alanine aminotransferase
broken) )
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
29. 2023/7/12 Pneumonia 2,3 A
REC2-155 12350 18 FOR JAPAN ] )
Hepatic function
#3)
abnormal
5-FLUOROURA
Dermatitis
CIL FOR JAPAN
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#1) MK-3475
Study (Code not
broken)
CMUH109- 2305CHNO |Followup #2) )
30. 2023/5/12 Electrolyte imbalance | 2,3 | A
REC2-155 04740 11 5-FLUOROURA
CIL FOR JAPAN
#3) CISPLATIN
FOR JAPAN
#1) MK-3475 .
Dermatitis
Study (Code not .
Pneumonitis
broken)
Alanine aminotransferase
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN ]
31. 2023/7/12 increased 23| A
REC2-155 12350 19 FOR JAPAN )
Pneumonia
#3) . .
Hepatic function
5-FLUOROURA
abnormal
CIL FOR JAPAN
#1) MK-3475 »
Pneumonitis
Study (Code not
Alanine aminotransferase
broken) )
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
32. 2023/7/12 Pneumonia 2,3 A
REC2-155 12350 20 FOR JAPAN ] ]
Hepatic function
#3)
abnormal
5-FLUOROURA -
Dermatitis
CIL FOR JAPAN
#1) MK-3475
Study (Code not
broken)
CMUH109- 2305CHNO |Followup #2) )
33. 2023/5/12 Electrolyte imbalance | 2,3 | A
REC2-155 04740 12 5-FLUOROURA
CIL FOR JAPAN
#3) CISPLATIN
FOR JAPAN
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#1) MK-3475 .
Dermatitis
Study (Code not ) )
Alanine aminotransferase
broken) )
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
34. 2023/7/12 Pneumonitis 2,3 A
REC2-155 12350 21 FOR JAPAN )
Pneumonia
#3) ) .
Hepatic function
5-FLUOROURA
abnormal
CIL FOR JAPAN
#1) MK-3475 .
Dermatitis
Study (Code not .
Pneumonitis
broken)
Alanine aminotransferase
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
35. 2023/7/12 increased 2,3 A
REC2-155 12350 22 FOR JAPAN
Pneumonia
#3) . .
Hepatic function
5-FLUOROURA
abnormal
CIL FOR JAPAN
#1) MK-3475 »
Pneumonitis
Study (Code not
Alanine aminotransferase
broken) )
increased
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
36. 2023/7/12 Pneumonia 2,3 A
REC2-155 12350 23 FOR JAPAN ] ]
Hepatic function
#3)
abnormal
5-FLUOROURA -
Dermatitis
CIL FOR JAPAN
#1) MK-3475
Dermatitis
Study (Code not .
Pneumonitis
broken)
Alanine aminotransferase
CMUH109- 2307CHNO |Followup| #2 ) CISPLATIN
37. 2023/7/12 increased 2,3 A
REC2-155 12350 24 FOR JAPAN
Pneumonia
#3) . .
Hepatic function
5-FLUOROURA
abnormal
CIL FOR JAPAN
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38.

CMUH111-
REC2-084

2023/8/10

2308USA0
06026

Initial

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

vedotin) Injection

Myocardial Infarction
[Myocardial infarction]
Myositis [Myositis]
Myocarditis
[Myocarditis]

2.3

39.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
4

#1)
GEMCITABINE
(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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40.

CMUH111-
REC2-084

2023/8/11

2308ESP0O0
5496

Followup
3

#1)

GEMCITABINE

(3475

SOLUTION FOR

INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

#2) CISPLATIN

(3475

SOLUTION FOR

INJECTION
STUDY)
(cisplatin)

[Pneumonia]

Bilateral pneumonia

1.23

41.

CMUH111-
REC2-084

2023/8/11

2308ESP0O0
5496

Followup
4

#1)

GEMCITABINE

(3475

SOLUTION FOR

INJECTION
STUDY)
(gemcitabine)
Intravenous

infusion

#2) CISPLATIN

(3475

SOLUTION FOR

INJECTION
STUDY)
(cisplatin)

[Pneumonia]

Bilateral pneumonia

1.2.3
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42.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
5

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3

43.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
6

#1)
GEMCITABINE
(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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44,

CMUH111-
REC2-084

2023/8/11

2308ESP0O0
5496

Followup
5

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

Bilateral pneumonia

[Pneumonia]

1.23

45.

CMUH111-
REC2-084

2023/8/10

2308USA0
06026

Followup
1

#1) MK-3475
(pembrolizumab)
Solution for
injection
#2)
ENFORTUMAB
VEDOTIN (3475
SOLUTION FOR
INJECTION
STUDY)

(enfortumab

vedotin) Injection

Myocardial Infarction
[Myocardial infarction]

Myositis [Myositis]

Myocarditis
[Myocarditis]

2.3
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46.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
7

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3

47.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
8

#1)
GEMCITABINE
(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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48.

CMUH111-
REC2-084

2023/8/11

2308USAO |Followup
05195 9

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

Worsened Anemia
[Anaemia]
Hypotension

[Hypotension]

2.3

49.

CMUH111-
REC2-084

2023/8/10

2308USAO0 |Followup
06026 2

#1) MK-3475
(pembrolizumab)
Solution for
injection
#2)
ENFORTUMAB
VEDOTIN (3475
SOLUTION FOR
INJECTION
STUDY)

(enfortumab

vedotin) Injection

Myocardial Infarction
[Myocardial infarction]
Myocarditis
[Myocarditis]
Myocarditis
[Myocarditis]

2.3
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50.

CMUH111-
REC2-084

2023/8/11

2308USA0
05195

Followup
10

#1)

GEMCITABINE

(3475

SOLUTION FOR

INJECTION
STUDY)
(gemcitabine)

Intravenous

Worsened Anemia
[Anaemia]

Hypotension

2.3

infusion
#2 ) CISPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)

[Hypotension]

(cisplatin)

#1)
GEMCITABINE
(3475
SOLUTION FOR
INJECTION
STUDY)

(gemcitabine)

51.

CMUH111-
REC2-084

2023/8/11

2308ESP0O0
5496

Followup
6

Intravenous

Bilateral pneumonia

[Pneumonia]

1.2.3

infusion
#2 ) CISPLATIN
(3475
SOLUTION FOR
INJECTION
STUDY)
(cisplatin)
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#1) MK-3475
(pembrolizumab)
Solution for
injection
#2) Myocardial Infarction
- CMUH111- 2023/8/10 2308USAO |Followup| ENFORTUMAB | [Myocardial infarction] 23 A
REC2-084 06026 3 VEDOTIN (3475 Myocarditis
SOLUTION FOR [Myocarditis]
INJECTION
STUDY)
(enfortumab
vedotin) Injection
112 # 10 * 25 p ¥ 40 F o % 49 F
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#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

(cisplatin) ) )
Intravenos immune-mediated
CMUR108- 2020/12/15 2309BRA0 Initial [infusion; Regimen hepatitis
REC2-134 02318 i1 [Immune-mediated

#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

hepatitis]

(gemcitabine)
Intravenous
infusion; Regimen

#1

112 # 10 » 25 p % 41 F o =

it




CAFRAEERRFRFLIRELR G P - F AR ¢
- Pt ERPL- ZFEERIEU R

T 2R | 2

*EmE | FA W
2 B i

5 *Aagi
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#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

(cisplatin) ) )
Intravenos immune-mediated
CMUH108- 2020/12/14 2309BRAO0 |Followup infusion; Regimen hepatitis
REC2-134 02318 1 i1 [Immune-mediated

#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

hepatitis]

(gemcitabine)
Intravenous
infusion; Regimen

#1
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#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

(cisplatin) ) )
Intravenos immune-mediated
CMUH108- 2020/12/14 2309BRAO0 |Followup infusion; Regimen hepatitis
REC2-134 02318 2 i1 [Immune-mediated

#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

hepatitis]

(gemcitabine)
Intravenous
infusion; Regimen

#1
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#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

(cisplatin) ) )
Intravenos immune-mediated
CMUH108- 2020/12/14 2309BRAO0 |Followup infusion; Regimen hepatitis
REC2-134 02318 3 i1 [Immune-mediated

#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

hepatitis]

(gemcitabine)
Intravenous
infusion; Regimen

#1
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#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

(cisplatin) ) )
Intravenos immune-mediated
CMUH108- 2020/12/14 2309BRAO0 |Followup infusion; Regimen hepatitis
REC2-134 02318 4 i1 [Immune-mediated

#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

hepatitis]

(gemcitabine)
Intravenous
infusion; Regimen

#1
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58.

CMUH108-
REC2-134

2020/12/14

2309BRA0
02318

Followup
5

#1) MK-3475
Study (Code not
broken); Regimen
#1
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion; Regimen
#1
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
(gemcitabine)
Intravenous
infusion; Regimen
#1

immune-mediated
hepatitis
[Immune-mediated

hepatitis]

2,3

59.

CMUH109-
REC2-119

2023/8/27

3412848

Initial

RO5541267

FATAL EPISTAXIS

60.

CMUH109-
REC2-119

2023/8/27

3412848

Initial

RO7092284

FATAL EPISTAXIS

61.

CMUH109-
REC2-119

2023/8/29

3387549

Initial

RO5541267

DEATH
UNEXPLAINED

62.

CMUH109-
REC2-119

2023/8/29

3387549

Initial

RO7092284

DEATH
UNEXPLAINED
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LIFE THREATENING
UPPER
CMUH109- Follow GASTROINTESTINAL
63. 2022/4/30 | 3083544 R0O5541267 2~3| A
REC2-119 up 8 HEMORRHAGE,
ESOPHAGEAL
FISTULA
LIFE THREATENING
UPPER
CMUH109- Follow GASTROINTESTINAL
64. 2022/4/30 | 3083544 RO7092284 2~3| A
REC2-119 up 8 HEMORRHAGE,
ESOPHAGEAL
FISTULA
FATAL ACQUIRED
CMUH109- Follow
65. 2022/6/29 | 3129308 RO7092284 |TRACHEOESOPHAGE |3 1| A
REC2-119 up 5
AL FISTULA
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[z#= 2142 ]
- JNJ-64264681 Development Safety Update Report No. 5
Executive Summary; Period Covered: 25 Jul 2022 to 24 Jul
2023
1. | CMUH110-REC2-129 FLE

- JNJ-64264681 Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARSs) ; PERIOD
COVERED BY THIS REPORT: 25 January 2023 to 24 July
2023

2. CMUH104-REC2-065 2

[z =% 212 ]
*:85% % 4 ¢4 - Durvalumab (MEDI4736)
*E rMEARAYHF 112£ 042 13 P 3

112 # 07 * 12 p

3. | CMUH111-REC2-181 g 1

[ =% 2]
*EE e L4 AZD6738
*g rHIFLHRE

14Jun2022 to 13Dec2022 (Report dated

112 & 10

725p
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09Jan2023)

*% ppEp 2 R 14Dec2022 to 13Jun2023 (Report dated
07Jul2023)

*DSUR # {7 4 & (DSUR Executive Summary):dated 25 July
2023

*: % % ¢4 Durvalumab

*% ppEp 2 8 R 0 13Jul2022 to 12Jan2023 (Report dated
06Feb2023)

*% »pdp 2 @ R 13Jan2023 to 30Apr2023 (Report dated
25May2023)

CMUH105-REC2-132

MRl

(##]
*pi % ¢ Study Newsletter_July 2023

CMUH109-REC2-158

v AR

EEERTEESY
*k o F i LA 1 MK-7902
*% 2R LW 2023 &2 13p 3 2023 £ 81 12 7

CMUH109-REC2-175

T
|~
I

[ =% 2HE2])
*R % & AL Venetoclax/ Azacitidine
*E rMEARA MR 1112 112 29p 2 112 #0512 28 p

CMUH109-REC2-018

g
|~
I3

[ % 2132 ]
*R % & LA ¢ Venetoclax
*E PMFLHEF L1 E 112 29p 2 112& 05 % 28 p

CMUH108-REC2-082

CEEEEE S ED

KO-TIP-007-CSR final V1.0 dated 07Sep2023
*5R A 1 1.0

*p iy 2023# 097 07

CMUH111-REC2-069

[z % 2p42]
*ES e L AL T HZN-825
*% PR WY 12022267 10p 22023 &6°7 9p

10.

CMUH104-REC2-092

(k%L HF 2]
*i A Final
*pdp 1112 #08 % 10 p

11.

CMUH107-REC2-015

iRk

CEEEE S ED
R A D NA
*p 12022 12 7 19 p

12.

CMUH111-REC2-050

‘\'ﬂ%
&
&

[ % 2pdp2]

*Janssen Research & Development Blinded Line Listing of

112 # 10 » 25 p
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Suspected Unexpected Serious Adverse Reactions (SUSARS)

JNJ-73763989

*Eok E 4 LA INJ-73763989

*% »MARL W R ¢ 16 February 2023 to 15 August 2023.

(EE R LR
*15 4 @ Interim Clinical Study Report
13. | CMUH105-REC2-091 kYL | *p g 13 May 2020
*5 & © Supplemental CSR Version 1.0, 13 Jul2023
*p #p 13 Jul 2023
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