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Pneumonia
1,2,
Febrile neutropenia 3
Cytomegalovirus '
ASP2215 7(Me
CMUH106- 2017JP021 |follow up| enterocolitis )
1. 2017/10/25 Blinded (Code dicall| A
REC2-036 627 4 Acute renal failure
not broken) y
Pulmonary oedema o
Signif
Antithrombin 111 )
o icant)
deficiency
Pseudomonas aeruginosa | 2, 3,
sepsis 7(Me
ASP2215 _ o _
CMUH106- 2018US016|follow up ) Acute kidney injury dicall
2. 2018/3/28 Blinded (Code _ A
REC2-036 734 21 Neutrophil count decreased| y
not broken) ) o
Neutrophil count decreased |Signif
Adenovirus viraemia  [icant)
2,3,
7(Me
ASP2215
CMUH106- 2018US032(follow up| Thromboembolic event | dicall
3. 2018/6/26 Blinded (Code _ A
REC2-036 193 5 Neutrophil count decreased| y
not broken) o
Signif
icant)
2,3,
7(Me
ASP2215 _ _
CMUH106- 2018US032(follow up| Thromboembolic event | dicall
4, 2018/6/26 Blinded (Code _ A
REC2-036 193 6 Neutrophil count decreased| y
not broken) o
Signif
icant)
Neutropenic sepsis - Lo
Multiple organ dysfunction 3' 4'
syndrome o
ASP2215 ] | 7(Me
CMUH106- 2019USO011(follow up| Infective Gastroenteritis |
5. 2019/3/18 Blinded (Code ) ) dicall| A
REC2-036 966 10 Neutropenic sepsis
not broken) ) ) y
-Neutropenic sepsis o
) Signif
Neutropenic fever )
) ) icant)
Afebrile neutropenia
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Neutropenic sepsis - 1)
Multiple organ dysfunction 3’ 4'
syndrome o
ASP2215 7(Me
CMUH106- 2019USO011[follow up| Infective Gastroenteritis |
6. 2019/3/18 Blinded (Code ] ) dicall| A
REC2-036 966 11 Neutropenic sepsis
not broken) ) ] y
-Neutropenic sepsis o
Signif
Neutropenic fever ]
icant)
Afebrile neutropenia
2,34,
7(Me
ASP2215
CMUH106- 2019US027 |follow up ) Thrombocytopenia dicall
1. 2019/7/2 Blinded (Code ) _ A
REC2-036 662 2 Bacterial sepsis y
not broken) o
Signif
icant)
2!314!
7(Me
ASP2215 _ _
CMUH106- 2019US027 |follow up ) Thrombocytopenia dicall
8. 2019/7/2 Blinded (Code ) _ A
REC2-036 662 3 Bacterial sepsis y
not broken) o
Signif
icant)
2,34,
7(Me
ASP2215 _ _
CMUH106- 2019US027 |follow up ) Thrombocytopenia dicall
9. 2019/7/2 Blinded (Code ) _ A
REC2-036 662 4 Bacterial sepsis y
not broken) o
Signif
icant)
ASP2215
CMUH106- 2019US036 [follow up| Colitis
10. 2019/10/3 Blinded (Code _ 123 A
REC2-036 225 10 Cytopenias
not broken)
ASP2215 N
CMUH106- 2019US036 [follow up| Colitis
11. 2019/10/3 Blinded (Code _ 123 A
REC2-036 225 11 Cytopenias
not broken)
ASP2215 o o o
CMUH106- 2019US036 [follow up| clostridium difficile colitis
12. 2019/10/3 Blinded (Code ) 123 A
REC2-036 225 12 Cytopenias
not broken)
112 # 03 * 15 p ¥ 3B3Fx M F
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1,3,7(
ASP2215 Medi
CMUH106- 2020US004 [follow up| ] _
13. 2020/2/3 Blinded (Code Febrile aplasia cally| A
REC2-036 825 1
not broken) Signif
icant)
1,2,3,
7(Me
ASP2215
CMUH106- 2020US004 [follow up| ] _ dicall
14. 2020/2/3 Blinded (Code Febrile aplasia A
REC2-036 825 2 y
not broken) o
Signif
icant)
1,2,3,
7(Me
ASP2215
CMUH106- 2020US004 [follow up| ] _ dicall
15. 2020/2/3 Blinded (Code Febrile aplasia A
REC2-036 825 3 y
not broken) o
Signif
icant)
1,2,3,
7(Me
ASP2215
CMUH106- 2020US004 [follow up| ) _ dicall
16. 2020/2/3 Blinded (Code Febrile aplasia A
REC2-036 825 4 y
not broken) o
Signif
icant)
1,2,3,
7(Me
ASP2215 )
CMUH106- 2020US004 [follow up| ) ) dicall
17. 2020/2/3 Blinded (Code Febrile aplasia A
REC2-036 825 5 y
not broken)
Signif
icant)
ASP2215
CMUH106- 2020US004 [follow up| ) )
18. 2020/2/3 Blinded (Code Febrile aplasia 1,23 A
REC2-036 825 6
not broken)
ASP2215
CMUH106- 2020US004 [follow up| ) _
19. 2020/2/3 Blinded (Code Febrile aplasia 1,23 A
REC2-036 825 7
not broken)
112 # 03 * 151 ¥ 34 7 % 447
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ASP2215
CMUH106- 2020US004 [follow up| ] ]
20. 2020/2/3 Blinded (Code Febrile aplasia 123 A
REC2-036 825 8
not broken)
ASP2215
CMUH106- 2020US004 [follow up| ) )
21. 2020/2/3 Blinded (Code Febrile aplasia 1,23 A
REC2-036 825 9
not broken)
ASP2215
CMUH106- 2020US004 [follow up| ) )
22. 2020/2/3 Blinded (Code Febrile aplasia 1,23 A
REC2-036 825 10
not broken)
Febrile neutropenia NOS
1,3,7(
Alanine Aminotransferase
ASP2215 Medi
CMUH106- 2020US021 . ] (ALT) Raised
23. 2020/6/16 Initial | Blinded (Code cally| A
REC2-036 340 Aspartate
not broken) Signif
Aminotransferase (AST) |
icant)
Increased
Lung infection NOS 1,2,3,
Alanine Aminotransferase | 7(Me
ASP2215 ) )
CMUH106- 2020US021 [follow up| (ALT) Raised dicall
24, 2020/6/16 Blinded (Code A
REC2-036 340 1 Aspartate y
not broken)
Aminotransferase (AST) |Signif
Increased icant)
Lung infection NOS 1,2,3,
Alanine Aminotransferase | 7(Me
ASP2215 ) )
CMUH106- 2020US021 [follow up| (ALT) Raised dicall
25. 2020/6/16 Blinded (Code A
REC2-036 340 2 Aspartate y
not broken)
Aminotransferase (AST) |Signif
Increased icant)
ASP2215
CMUH106- 2020US024 . ) Decreased neutrophil count
26. 2020/7/9 Initial | Blinded (Code ) 123 A
REC2-036 993 Hyponatremia
not broken)
ASP2215 )
CMUH106- 2020US024 [follow up ) Sepsis
27. 2020/7/9 Blinded (Code _ 1,23 A
REC2-036 993 1 Hyponatremia
not broken)
112 # 03 * 15 p % 35 F & 44 F
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ASP2215 )
CMUH106- 2020US024 [follow up ) Sepsis
28. 2020/7/9 Blinded (Code _ 123 A
REC2-036 993 2 Hyponatremia
not broken)
1.LUNG INFECTION
(Pneumonia)
2.MULTIPLE
CMUH109- 2022A0814 [follow up| Blinded for
29. 2022/2/19 OCCURRENCES OF 2,3 A
REC2-078 04 7 Investigator
LARYNGEAL
HEMORRHAGE
(Laryngeal haemorrhage)
1.MULTIPLE
OCCURRENCES OF
LARYNGEAL
CMUH109- 2022A0814 [follow up| Blinded for
30. 2022/2/19 ) HEMORRHAGE 2,3 A
REC2-078 04 8 Investigator
(Laryngeal haemorrhage)
2.LUNG INFECTION
(Pneumonia)
#1) MK-7902 Hyperthyroidism
CMUH109- 2202JPNOO [Followup #2) [Hyperthyroidism]
31. 2022/2/8 ) - 13 A
REC2-158 2881 13 PEMBROLIZU |  Adrenal insufficiency
MAB [Adrenal insufficiency]
#1)
OXALIPLATIN |Acute kidney injury [Acute
#2) kidney injury]
CMUH109- 2211ARGO |Followup o )
32. 2022/11/24 LEUCOVORIN| Digestive tract bleeding | 1,3 | A
REC2-158 08422 1 ] ]
#3) [Gastrointestinal
5-FLUOROUR haemorrhage]
ACIL
#1)
CMUH109- 2301ITAQO |Followup| PEMBROLIZU | unknown cause of death
33. 2022/12/14 1 A
REC2-158 4357 1 MAB [Death]
#2 ) MK-7902
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#1)
PEMBROLIZU
MAB
#2 ) MK-7902
#3) Digestive tract bleeding
CMUH109- 2302ARGO
34. 2023/2/7 Initial [OXALIPLATIN [Gastrointestinal 131 A
REC2-158 03128
#4) haemorrhage]
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
Encephalitis [Encephalitis]
#1) MK-7902 _
generalized myopathy
CMUH109- 2206 TURO |Followup #2)
35. 2022/5/25 [Myopathy] 1231 A
REC2-158 05307 40 PEMBROLIZU
Hypertension
MAB _
[Hypertension]
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3) Digestive tract bleeding
CMUH109- 2302ARGO |Followup ) )
36. 2023/2/7 OXALIPLATIN [Gastrointestinal 13 A
REC2-158 03128 1
#4) haemorrhage]
5-FLUOROUR
ACIL
#5)
LEUCOVORIN

112 # 03 * 15 p




PRFFAETERRFRAIRRLE Y AL ¢

~F-LloERVZRFEERESC 2R
B X 2 PAR (R L
e B |FA P R E 3R BE TR
g |6 2y | ul N
#1) MK-7902
#2)
PEMBROLIZU
MAB Death from unknown cause
CMUH109- 2209CHNO |Followup
37. 2022/9/22 #3) [Death] 131 A
REC2-158 09917 21
OXALIPLATIN fever [Pyrexia]
#4)
CAPECITABIN
E
Encephalitis [Encephalitis]
#1) MK-7902 )
generalized myopathy
CMUH109- 2206 TURO |Followup #2)
38. 2022/5/25 [Myopathy] 1231 A
REC2-158 05307 41 PEMBROLIZU
Hypertension
MAB )
[Hypertension]
#1) MK-7902 | Intracranial hemorrhage
CMUH109- 2211CHNO |Followup #2) [Haemorrhage intracranial]
39. 2022/11/16 ) 1,23 A
REC2-158 05987 7 PEMBROLIZU | Death NOS(Unexplained
MAB death) [Death]
Encephalitis [Encephalitis]
#1) MK-7902 )
generalized myopathy
CMUH109- 2206 TURO |Followup #2)
40. 2022/5/25 [Myopathy] 1231 A
REC2-158 05307 42 PEMBROLIZU )
Hypertension
MAB )
[Hypertension]
#1) MK-7902
#2)
PEMBROLIZU
MAB
#3)
CMUH109- 2302ARGO0 |Followup
41. 20237217 OXALIPLATIN| Digestive tract bleeding | 1,3 [ A
REC2-158 03128 2
#4)
5-FLUOROUR
ACIL
#5)
LEUCOVORIN
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#1) MK-7902 | Intracranial hemorrhage
CMUH109- 2211CHNO |Followup #2) [Haemorrhage intracranial]
42. 2022/11/16 1231 A
REC2-158 05987 8 PEMBROLIZU | Death NOS(Unexplained
MAB death)
#1)
PEMBROLIZU
MAB
#2 ) MK-7902 ) )
i) Gastric bleed [Gastric
CMUH109- 2212USAO0 |Followup haemorrhage]
43. 2022/12/15 OXALIPLATIN ] 131 A
REC2-158 06951 2 i) Generalized Muscle
Weakness
LEUCOVORIN
#5)
5-FLUOROUR
ACIL
#1)
CMUH109- 23011TAQO |Followup| PEMBROLIZU | progression desease cause
44, 2022/12/14 1 A
REC2-158 4357 2 MAB of death
#2 ) MK-7902
CMUH106- JHA-2019- [follow up ) ]
45, 2019/2/21 HS-10296 pneumonia [Pneumonia] | 1 A
REC2-037 000016 8
#2)
ENFORTUMA
B VEDOTIN
(3475 N N
Pneumonitis [Pneumonitis]
SOLUTION )
CMUH111- 2207GRCO |Followup Lower Respiratory
46. 2022/6/24 FOR ) 23| A
REC2-084 03409 17 Infection - COVID19
INJECTION | =
infection [COVID-19]
STUDY)
(enfortumab
vedotin)
Injection
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47.

CMUH111-
REC2-084

2022/2/10

2202RUSO
03642

Followup
1

#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Immune mediated

glomerulonephritis

[Glomerulonephritis]

2,3

48.

CMUH111-
REC2-084

2022/6/24

2207GRCO
03409

Followup
18

#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(enfortumab
vedotin)

Injection

Pneumonitis [Pneumonitis]

Lower Respiratory

Infection - COVID19
infection [COVID-19]

2,3
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Other Serious Criteria:
Medically Significant
#2)
MOF syndrome [Multiple
ENFORTUMA
organ dysfunction
B VEDOTIN
syndrome]
(3475 ]
leukocytopenia
SOLUTION
CMUH111- 2201UKRO |Followup [Leukopenia]
49. 2022/1/26 FOR 1137 A
REC2-084 08643 18 Erythroderma [Dermatitis
INJECTION o ]
exfoliative generalised]
STUDY) .
Bullous dermatitis
(enfortumab -
] [Dermatitis bullous]
vedotin) i ]
o Urinary tract obstruction
Injection ]
(on the left) [Urinary tract
obstruction]
#2)
ENFORTUMA
B VEDOTIN
(3475
SOLUTION Immune mediated
CMUH111- 2202RUSO |Followup N
50. 2022/2/10 FOR glomerulonephritis 23| A
REC2-084 03642 2 N
INJECTION [Glomerulonephritis]
STUDY)
(enfortumab
vedotin)
Injection
#1)
TRIFLURIDIN
E (+) :
CMUH110- 2209CHNO |Followup Myelosuppression
51. 2022/9/22 TIPIRACIL ) 23 | A
REC2-034 08684 17 Pneumonia
HYDROCHLO
RIDE (7902
STUDY)
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#1) MK-7902
CMUH110- 2201CHNO |Followup #2) Pneumonia
52. 2021/12/27 23 | A
REC2-034 02657 28 PEMBROLIZU Pneumonitis
MAB
#1)
TRIFLURIDIN
E() :
CMUH110- 2209CHNO |Followup Myelosuppression
53. 2022/9/22 TIPIRACIL ] 23 | A
REC2-034 08684 18 Pneumonia
HYDROCHLO
RIDE (7902
STUDY)
[A&] B R24H -
R FEEwEAREL
4
2 2
B > § % Ny FEP G
[zp= 244 ]
.| ¥R E Y L ¢ Brazikumab
_ N o 1A s 7
= CMUH108-REC2-088 FEE | xx PUEFELHF 11 £ 04 12p 3 111 # 10 11
2
(2% 2144 ]
.| ¥R E Y 4L ¢ Brazikumab
N _ o 1A ¥ 7
2 | CMURLIORECLUS 1 % =% g spapapm i1 040 129 3 11#10 7 11
p
(2% 2144 ]
*#E%E S LA 0 Ozanimod(BMS-986374/RPC1063)
*% P MARL YR # 11 ¢ 1 # 057
3 CMUH111-REC2-140 % ; THFLHEF10E 112 20p 3 111+ 05* 19
*ErPELYF UL A0 20p 3 111 & 110 19
2
[ 24244 ]
*Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-56136379 (bersacapavir)
*Eok ¥4 LA INJ-56136379 (bersacapavir)
*% ppEp 2 R 1 16 June 2022 to 15 December 2022
- *Janssen Research & Development Development Safety
- - F A A
4 CMUHII0-REC2-025 ¥ Update Report No. 7 Executive Summary JNJ-56136379
(bersaJanssen Research & Development Development Safety
Update Report No. 7 Executive Summary JNJ-56136379
(bersacapavir)
*E%E S LA INJ-56136379 (bersacapavir)
*% > HEAR2 1 16 December 2021 to 15 December 2022
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5. CMUH110-REC2-026

e <

[z % 2pdp2]

*:#% ¥ 4 PRM-151/RO7490677
*% AR WY 12022 & 06 0 18
17 p

2022 & 12 *

fex

6. CMUH110-REC2-027

[z % >1dp2 )

*ik5% ¥ 4 2L 1 PRM-151/RO7490677
*% 2 MARL B 12021 06 ¢ 18
17 p

[z % 2142 ]

*i5% ¥ 4 2 L 1 PRM-151/RO7490677
*% r MR WY 12021 # 120 18 p
17 p

[ 2% >H3p2]

*ik5% %t 2 4L * PRM-151/RO7490677
*% PR WY 20222060 18 I 2022 & 12 7
17 p

2021 & 12 *

fex

2022 # 06 *

fex

7. CMUH108-REC2-169

I8 &

(e % 2142 ]
*:R2% # P LA © MK-3475 Pembrolizumab
*% > EEHF - 04 Mar 2022 - 03 Sep 2022

8. CMUH106-REC2-036

g
|~
I3

(2% 2144 ]
*:R ok & 5 24 Gilteritinib (ASP2215)
*E rMIE2 W R 2020 032 21 p & 2022 & Q9 *
20 p
* ASP2215 SUSAR Line Listing for the period of
21MAR2020-20SEP2020
* ASP2215 SUSAR Line Listing for the period of
21SEP2020-20MAR2021
* ASP2215 SUSAR Line Listing for the period of
21MAR2021-20SEP2021
* ASP2215 SUSAR Line Listing for the period of
21SEP2021-20MAR2022
* ASP2215 SUSAR Line Listing for the period of
21MAR2022-20SEP2022"
" [ DSMB -z i 4]
*AckG it p g 12020# 11" 20 p ~2021 & 03 19 p
2021 # 05 "% 24 p ~2021 & 11 » 19 p ~2022 & 04 * 21
p ~2022# 127 16 p -
*2215-CL-0304 DSMB Memo # 008 _15Jan2021(meeting
date:20Nov2020)
*2215-CL-0304 DSMB Memo # 009_06Apr2021(meeting
date:19Mar2021)
*2215-CL-0304 DSMB Memo # 010_16Jun2021 (meeting
date:24May2021)
*2215-CL-0304 DSMB2 Memo_09Dec2021(meeting
date:19Nov2021)
* 2215-CL-0304 DSMB Memo # 012_26May2022(meeting
date:21Apr2022)
* 2215-CL-0304 DSMB Memo # 014_24Jan2023(meeting
date:16Dec2022)

9. CMUH110-REC2-210

|+
I
&

(28 % 2p2ap4 ]
*E5% ¥4 LA (1) Trastuzumab Deruxtecan (DS-8201a,
T-DXd)
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[ % 2142 ]
*:f5 ¥4 LA 1 DS-8201a (Trastuzumab deruxtecan)
- - 14 Y
10. | CMUHLIO-REC2-073 R *E rMEARL A 111206 09p I 111 # 12 7 08
P
[ % 2142 ]
oy e | ESRE S LA T Venetoclax
- - i ¥ 7
11} CMUHIO9-REC2-018 | %= | wy s pspamhm i 11145057 20p 3 1114 111 28
P
[ % 21482 ]
12. EL R | %% &S £ 45 0 Venetoclax/ Azacitidine
CMUH109-REC2-175 *E AMAFLHEF Il A5 29p 3 111 & 11 % 28 p
[ % 2444 ]
. *hok # 2 AL 0 HS-10296
13. | CMUH106-REC2-037 KR | PHFLHEF 11 E077 01p 3 1124& 01 31
2

(] FRPH -

EFR-REPEFALR (%)

$id ~ RESER (3)

87 > ff (050 4)
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