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5
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
L CMUH110 2021/11/26 21111TA0L Followup 4 Solution for injection  [ketoacidosis] ’3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |[covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
) CMUH110 2021/11/26 21111TA0L Followup 5 Solution for injection  [ketoacidosis] ”3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |[covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
3 CMUH110 2021/11/96 21111TA01 Followup 6 Solution for injection  |ketoacidosis] ”3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |[covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
111 # 05 * 25 p % 32 F % 50 F
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diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TA0L Solution for injection  [ketoacidosis]
4, 2021/11/26 Followup 7 ] 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TA0L Solution for injection  |ketoacidosis]
5. 2021/11/26 Followup 8 ) 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
ATHEROTHRO
MBOTIC 2,3, 4,
CEREBRAL 7:1mpor
CMUH107 2022A006 ) )
6. 2022/1/2 follow up 2 [Blinded for Investigator|INFARCTION [tant A
-REC1-143 741 . )
(Thrombotic Medica
cerebral | Event
infarction)
1.Hyperkalaemi
CMUH107 2020SE14 _ _
1. 2020/1/24 follow up 1(Blinded for Investigator|a 2,3 A
-REC1-143 725
2.Dehydration
CMUH107 |[UNK/UNK|2022A079 | _ _
8. Initial Blinded for Investigator[DEATH (Death) |1 A
-REC1-143| /UNK [742
CMUH107 2022A079 | _ _ UNKNOWN OF
9. 2022/1/19 Initial Blinded for Investigator 1 A
-REC1-143 713 DEATH (Death)
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1,2,3,
7:1mpor
CMUH107 2022A079
10. 2021/8/15 follow up 1|Blinded for Investigator|DEATH (Death) [tant
-REC1-143 742 ]
Medica
| Event
1AV
DISSOCIATIO
2) 3) 47
N
7:1mpor
CMUH107 2020SE54 ] ] (Atrioventricular
11. 2020/2/27 follow up 3|Blinded for Investigator| tant  [A
-REC1-143 702 dissociation) .
Medica
2.CHF (Cardiac
_ | Event
failure
congestive)
ATTACK OF
ARTIAL 2,3,
FIBRILLATION|7:Impor
CMUH107 2022A064 ) )
12. 2022/2/8 follow up 1|(Blinded for Investigator|AND tant A
-REC1-143 704
HYPERTHYRO [Medica
IDISM (Atrial |l Event
fibrillation)
LIFE
THREATENIN
CMUH110 Follow up
13. 2021/11/19|2963616 R0O5304020 G 3,2 A
-REC1-060
THROMBOCY
TOPENIA
LIFE
THREATENIN
CMUH110 Follow up
14. 2021/11/19]2963616 RO5541267 G 3,2 A
-REC1-060
THROMBOCY
TOPENIA
CYTOKINE
CMUH109 Follow up
15. 2021/7/9 2870151 RO7283420 RELEASE 1,3 A
-REC1-123
SYNDROME
111 # 05 * 25 p % 34 F > x 50 F
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202204297
CMUH107 1.SUDDEN
16. 2022/4/10 |02_0 initial Niraparib 1 A
-REC1-189 DEATH
Blinded
202112544
CMUH107 ) ) _
17. 2021/?2/7? |41_5_Blin [follow up 5|Niraparib 1.INFECTION (13 A
-REC1-189
ded
202203217
CMUH107 . . ) 1.Personality
18. 2022/3/8 |75_1_Blin |follow up 1|Niraparib 23 A
-REC1-189 change
ded
202204096
CMUH107 o o 1.ISCHEMIC
19. 2022/3/30 {00_0 initial Niraparib 23 A
-REC1-189 STROKE
Blinded
1.Diarrhoea
2.Neutropenia
CMUH109 2021A784 _ _ ]
20. 2021/10/17 follow up 5|Blinded for Investigator|3.Hypotension |[1,2,3 [A
-REC1-150 735
4.\Momiting
5.Septic shock
1.0RAL
MUCITIS
(Stomatitis)
1,2,3,
2.FEBRILE
APLASIA
CMUH109 2022A099 ) ] ] Importa
21. 2022/2/28 follow up 1|Blinded for Investigator [(Febrile bone A
-REC1-150 842 ~nt
marrow aplasia) )
medical
3.ASPIRATION
event
PNEUMONIA
(Pneumonia
aspiration)
1112 05* 25 ¢ % 35 F > x 50 F
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22.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 2

Blinded for Investigator

1.0RAL
MUCITIS
(Stomatitis)
2.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
3.ASPIRATION
PNEUMONIA
(Pneumonia

aspiration)

1,23,

Importa
nt
medical

event

23.

CMUH109
-REC1-150

2022/3/16

2022A118
488

Initial

Blinded for Investigator

Acute coronary

syndrome

1,2,3

24,

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 3

Blinded for Investigator

1.0RAL
MUCITIS
(Stomatitis)
2.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
3.ACUTE
RESPIRATORY
DISTRESS
(Acute
respiratory
distress

syndrome)

1,23,
7
Importa
nt
medical

event

25.

CMUH109
-REC1-150

2021/10/17

2021A784
735

follow up 6

Blinded for Investigator

1.Diarrhoea
2.Neutropenia
3.Hypotension
4.Septic shock
5.Vomiting

1,23
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5
2,3,4,
GUILLAIN-BA |7:
CMUH109 2022A094 | ) ) RRE Importa
26. 2022/2/25 Initial Blinded for Investigator A
-REC1-150 254 (Guillain-Barre |nt
syndrome) medical
event
1.0RAL
MUCITIS
(Stomatitis)
2.FEBRILE
1,23,
APLASIA
) 7:Impor
CMUH109 2022A099 _ ) (Febrile bone
27. 2022/2/28 follow up 4|Blinded for Investigator ~ |tant A
-REC1-150 842 marrow aplasia) .
medical
3.ACUTE
event
RESPIRATORY
DISTRESS
(Respiratory
distress)
WORSENING
DIABETIS
CMUH109 2022A119 ) )
28. 2022/3/15 follow up 1|Blinded for Investigator|MELLITUS 1,3 A
-REC1-150 875 .
(Diabetes
mellitus)
1112 05* 25 ¢ % 37 % 50 |
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1.0RAL
MUCITIS
(Stomatitis)
2.FEBRILE 1,2,3,
APLASIA 7
CMUH109 2022A099 ) ] (Febrile bone  |Importa
29. 2022/2/28 follow up 5(Blinded for Investigator A
-REC1-150 842 marrow aplasia) |nt
3.ACUTE medical
RESPIRATORY [event
DISTRESS
(Respiratory
distress)
CMUH109 2022A118 Acute coronary
30. 2022/3/16 follow up 1|Blinded for Investigator 1,2,3 |A
-REC1-150 488 syndrome
2,3, 7
Importa
CMUH109 2021A767 ) ) Anaphylactic
31 2021/10/7 follow up 4 [Blinded for Investigator nt A
-REC1-150 206 shock )
medical
event
WORSENING
DIABETIS
CMUH109 2022A119 ) )
32. 2022/3/15 follow 2  [Blinded for Investigator MELLITUS 1,3 A
-REC1-150 875 .
(Diabetes
mellitus)
IMMUNE 2,3, 7T
RELATED Importa
CMUH109 2022A151
33. 2022/3/29 Initial Blinded for Investigator|[HEPATOTOXIC [nt A
-REC1-150 718
ITY medical
(Hepatotoxicity) [event
2,3, 7
Importa
CMUH109 2022A159 DIARRHEA
34. 2022/4/19 Initial Blinded for Investigator| nt A
-REC1-150 063 (Diarrhoea) )
medical
event
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PRFFARTEURFRAIGELE Y -FALR ¢

-

~F-L-EREAXTAEEREL( PR
B
~EM | BAP £
pg| THE | a0 TRAES 2RAFE | B% 6
g Hp 5|
5
2,3, 4,
GUILLAIN-BA |7:
CMUH109 2022A094 ) ) RRE Importa
35. 2022/2/25 follow up 1|Blinded for Investigator A
-REC1-150 254 (Guillain-Barre |nt
syndrome) medical
event
1.ACUTE
RESPIRATORY
DISTRESS
(Respiratory 1,23,
distress) 7:
CMUH109 2022A099 ] ] 2.0RAL Importa
36. 2022/2/28 follow up 6|Blinded for Investigator A
-REC1-150 842 MUCITIS nt
(Stomatitis) medical
3.FEBRILE event
APLASIA
(Febrile bone
marrow aplasia)
CMUH108 2204DEUO| #1 ) MK-3475 Study
37. 2022/3/31 Initial death [Death] |1 A
-REC1-036 01068 (Code not broken)
CMUH108 2204DEU0 #1) MK-3475 Study  |Unknown cause
38. 2022/3/31 Followup 1 1 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUH108 2204DEU0 #1) MK-3475 Study  |Unknown cause
39. 2022/3/31 Followup 2 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUH108 2204DEU0 #1) MK-3475 Study  |Unknown cause
40. 2022/3/31 Followup 3 1 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUH110 2204TURO|
41. 2022/4/11 Initial #1 ) REGORAFENIB |Rash 237 |A
-REC1-157 05014
#1) TRIFLURIDINE |Hypovolaemic
CMUH110 2204CHLO|
42. 2022/4/14 Initial (+) TIPIRACIL shock 237 |A
-REC1-157 06111
HYDROCHLORIDE [Septic shock
1112 05* 25 ¢ % 39 F > x 50 F
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Hypovolaemic
#1) TRIFLURIDINE |shock
CMUH110 2204CHLO
43. 2022/4/9 Followup 1|(+) TIPIRACIL Urinary tract 1,237 |A
-REC1-157 06111
HYDROCHLORIDE [infection
Septic shock
Hypovolaemic
#1) TRIFLURIDINE |shock
CMUH110 2204CHLO ]
44, 2022/4/9 Followup 2|(+) TIPIRACIL Urinary tract 1,237 |A
-REC1-157 06111
HYDROCHLORIDE [infection
Septic shock
Hypovolaemic
#1) TRIFLURIDINE |shock
CMUH110 2204CHLO ]
45, 2022/4/9 Followup 3|(+) TIPIRACIL Urinary tract 1,237 |A
-REC1-157 06111
HYDROCHLORIDE [infection
Septic shock
CMUH110 2205TURO Pulmonary
46. 2022/4/28 Initial #1) REGORAFENIB 2,3 A
-REC1-157 00597 embolism
CMUH110 2204GBRO| Infusion related
47. 2022/4/22 Initial #1) MK-4280A 237 |A
-REC1-157 08325 reaction
CMUH110 2204GBRO Infusion related
48. 2022/4/22 Followup 1|#1 ) MK-4280A 237 |A
-REC1-157 08325 reaction
Rectal
CMUH110 2204GBRO
49. 2022/4/13 Followup 2 |#1 ) MK-4280A perforation 13 A
-REC1-157 06005 -
Colitis
CMUH110 2204CHNO Brain stem
50. 2022/4/1 Initial #1) MK-7902 1 A
-REC1-045 01228 haemorrhage
CMUH110 2204CHNO Brain stem
51. 2022/4/1 Followup 1]#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
CMUH110 2204CHNO Brain stem
52. 2022/4/1 Followup 2 |#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
CMUH110 2204CHNO Brain stem
53. 2022/4/1 Followup 3 |#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
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Hepatic
CMUH110 2202ESPO
54. 2022/1/30 Followup 5 |#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315 _
Septic shock
CMUH110 2204CHNO Brain stem
55. 2022/4/1 Followup 4 |#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
Hepatic
CMUH110 2202ESPO
56. 2022/1/30 Followup 6 |#1 ) MK-7902 encephalopathy [1.2 A
-REC1-045 02315
Septic shock
Hepatic
CMUH110 2202ESPO
57. 2022/1/30 Followup 7 |#1 ) MK-7902 encephalopathy [1.2 A
-REC1-045 02315
Septic shock
Hepatic
CMUH110 2202ESPO
58. 2022/1/30 Followup 8|#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315 _
Septic shock
Hepatic
CMUH110 2202ESP0
59. 2022/1/30 Followup 9 |#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315 _
Septic shock
CMUH110 2204CHNO Brain stem
60. 2022/4/1 Followup 5 |#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
CMUH108 NUT-2021- _ _ )
61. 2021/9/4 FU6 NUC-1031/Cisplatin  |Sepsis 2 A
-REC1-128 000243
CMUH108 NUT-2021- Acute renal
62. 2021/12/26 FU1 NUC-1031/Cisplatin 1 A
-REC1-128 000374 failure
Chronic kidney
CMUH108 NUT-2021-
63. 2021/1/22 FU3 Gemcitabine/Cisplatin [injury, Acute 1 A
-REC1-128 000014 ] )
Kidney Injury
CMUH108 NUT-2021- _ _ )
64. 2021/9/4 FU7 NUC-1031/Cisplatin  [Sepsis 2 A
-REC1-128 000243
CMUH108 NUT-2022- _ _ )
65. 2022/1/2 INI NUC-1031/Cisplatin  [Sepsis 1 A
-REC1-128 000007
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Neutrophil count
decreased,
Sepsis, Lung
CMUH108 NUT-2022- ) ) infection,
66. 2022/1/10 INI NUC-1031/Cisplatin 2 A
-REC1-128 000010 Thromboemboli
c event, Platelet
count
decreased
CMUH108 NUT-2021- _ _ _
67. 2021/11/15 FU2 NUC-1031/Cisplatin  |Cardiac arrest |1 A
-REC1-128 000314
CMUH108 NUT-2021- Acute renal
68. 2021/12/26 FU2 NUC-1031/Cisplatin 1 A
-REC1-128 000374 failure
CMUH108 NUT-2022- _ _ ]
69. 2022/1/2 FU1l NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000007
Neutrophil count
decreased,
Sepsis, Lung
CMUH108 NUT-2022- infection,
70. 2022/1/10 FU1l NUC-1031/Cisplatin 1 A
-REC1-128 000010 Thromboemboli
c event, Platelet
count
decreased
CMUH108 NUT-2022-
71. 2022/1/2 FU2 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000007
Neutrophil count
decreased,
Sepsis, Lung
CMUH108 NUT-2022- ) ) infection,
72. 2022/1/10 FU2 NUC-1031/Cisplatin 1 A
-REC1-128 000010 Thromboemboli
c event, Platelet
count
decreased
CMUH108 NUT-2022- o ) ~ |Acute liver
73. 2022/1/24 FUl Gemcitabine/Cisplatin | 1 A
-REC1-128 000028 failure
111 # 05 % 25 p % 42 F o ¥ 50 B
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CMUH108 NUT-2021- ) ) Acute renal
74. 2021/12/26 FU3 NUC-1031/Cisplatin 1 A
-REC1-128 000374 failure
CMUH108 NUT-2022-
75. 2022/2/2 INI Gemcitabine/Cisplatin [Stroke 1 A
-REC1-128 000045
CMUH108 NUT-2022- Platelet count
76. 2022/1/24 INI Gemcitabine/Cisplatin 2 A
-REC1-128 000031 decreased
CMUH108 NUT-2021- Acute renal
77. 2021/12/26 FU4 NUC-1031/Cisplatin 1 A
-REC1-128 000374 failure
CMUH108 NUT-2022- Platelet count
78. 2022/1/24 FU1 Gemcitabine/Cisplatin 2 A
-REC1-128 000031 decreased
CMUH108 NUT-2021- ) ) Pseudomonal
79. 2021/9/4 FU8 NUC-1031/Cisplatin ] 2 A
-REC1-128 000243 sepsis
CMUH108 NUT-2022-
80. 2022/1/24 FU2 Gemcitabine/Cisplatin [Sepsis 1 A
-REC1-128 000028
CMUH108 NUT-2022- ) ) ]
81. 2022/1/2 FU3 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000007
CMUH108 NUT-2022- o ) ] ]
82. 2022/1/24 FU3 Gemcitabine/Cisplatin [Sepsis 1 A
-REC1-128 000028
CMUH108 NUT-2021- ) ) Pseudomonal
83. 2021/9/4 FU9 NUC-1031/Cisplatin ] 2 A
-REC1-128 000243 sepsis
CMUH108 NUT-2021- ) ) Acute renal
84. 2021/12/26 FU5 NUC-1031/Cisplatin 1 A
-REC1-128 000374 failure
CMUH108 NUT-2022-
85. 2022/1/24 FU4 Gemcitabine/Cisplatin |Sepsis 1 A
-REC1-128 000028
CMUH108 NUT-2022- o ) _ |Platelet count
86. 2022/1/24 FU2 Gemcitabine/Cisplatin 2 A
-REC1-128 000031 decreased
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TA01 Solution for injection  |ketoacidosis]
87. 2021/11/26 Followup 9 _ 23 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
1112 05* 25 ¢ % 43 F > % 50 F
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#1) MK-7902 Aortic dissection
(lenvatinib mesylate) [type B [Aortic
Capsule dissection]
CMUH108 2112CHNO|Followup
88. 2021/12/3 #2) immune 123 |[A
-REC1-059 04610 20
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1) MK-7902 Aortic dissection
(lenvatinib mesylate)  |type B [Aortic
Capsule dissection]
CMUH108 2112CHNO [Followup )
89. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 21 -
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection |ed myositis]
#1) MK-7902 Aortic dissection
(lenvatinib mesylate)  |type B [Aortic
Capsule dissection]
CMUH108 2112CHNO [Followup ]
90. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 22 -
PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1) MK-7902 Aortic dissection
(lenvatinib mesylate)  |type B [Aortic
Capsule dissection]
CMUH108 2112CHNO [Followup ]
91. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 23 o
PEMBROLIZUMAB [myositis

(pembrolizumab)

Solution for injection

[Immune-mediat

ed myositis]
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#1) MK-7902 Aortic dissection
(lenvatinib mesylate) [type B [Aortic
Capsule dissection]
CMUH108 2112CHNO|Followup
92. 2021/12/3 #2) immune 123 |[A
-REC1-059 04610 24
PEMBROLIZUMAB |myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POLO| infarction
93. 2022/4/20 Initial #2) ] 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB
) infarction]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POL0 infarction
94, 2022/4/20 Followup 1]#2) ) 2.3 A
-REC1-059 08318 [Myocardial
PEMBROLIZUMAB
) infarction]
(pembrolizumab)
Solution for injection
CMUH110 202202346 1) DARATUMUMAB
95. 2022/2/10 initial PNEUMONIA 11,23 (A
-REC1-176 53(0) 2) POMALIOMIDE
CMUH110 202202346 |follow-up |1) DARATUMUMARB
96. 2022/2/10 PNEUMONIA ]1,23 |A
-REC1-176 53(1) (1) 2) POMALIOMIDE
CMUH110 202202346 |follow-up |1) DARATUMUMARB
97. 2022/2/10 PNEUMONIA ]1,23 |A
-REC1-176 53(4) (4) 2) POMALIOMIDE
1.Febrile
neutropenia 1,3,
2.POTENTIAL (7:Impor
CMUH109 2022A014 TRASTUZUMAB
98. 2022/1/7 follow up 4 HY'S LAW tant A
-REC1-115 639 DERUXTECAN ) )
(Drug-induced |medical
liver injury) event
3.Sepsis
111 # 05 * 25 p % 45 F > % 50 F
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General physical
CMUH109 2022A031 TRASTUZUMAB
99. 2022/1/16 follow up 2 health 1,3 A
-REC1-115 950 DERUXTECAN
deterioration
1.Febrile
neutropenia 1,3,
2.POTENTIAL |[7:Impor
CMUH109 2022A014 TRASTUZUMAB
100. 2022/1/7 follow up 5 HY'S LAW tant A
-REC1-115 639 DERUXTECAN ] )
(Drug-induced |medical
liver injury) event
3.Sepsis
1.Febrile
neutropenia 1,3,
2.POTENTIAL |7:Impor
CMUH109 2022A014 TRASTUZUMAB
101. 2022/1/7 follow up 6 HY'S LAW tant A
-REC1-115 639 DERUXTECAN ] )
(Drug-induced |medical
liver injury) event
3.Sepsis
1.Febrile
neutropenia 1,3,
2.POTENTIAL |[7:Impor
CMUH109 2022A014 TRASTUZUMAB
102. 2022/1/7 follow up 7 HY'S LAW tant A
-REC1-115 639 DERUXTECAN ] )
(Drug-induced |medical
liver injury) event
3.Sepsis
SECONDARY
CMUH109 2022A148 TRASTUZUMAB MALIGNANCY
103. 2022/4/12 Initial 2 A
-REC1-115 132 DERUXTECAN LEUKEMIA
(Leukaemia)
1.Febrile
CMUH109 2022A014 TRASTUZUMAB )
104. 2022/1/7 follow up 8 neutropenia 1,3 A
-REC1-115 639 DERUXTECAN ]
2.Sepsis
CAPECITABINE
CMUH109 2022A156
105. 2022/4/19 Initial Lot(s)#: P2002246 DEATH (Death) |1 A
-REC1-115 217

Lot(s)#: P2002246
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CAPECITABINE
CMUH109 2022A156
106. 2022/4/17 follow up 1|Lot(s)#: P2002246 Cardiac arrest |1 A
-REC1-115 217
Lot(s)#: P2002246
CMUH110 2021A862
107. 2021/12/6 follow up 1|Blinded for Investigator |Neutropenia 2 A
-REC1-004 400
2,3, 7.
Importa
CMUH110 2022A115 Intestinal
108. 2022/3/15 Initial Blinded for Investigator nt A
-REC1-004 577 obstruction
medical
event
2,3, 7.
Importa
CMUH110 2022A115 Intestinal
109. 2022/3/15 follow up 1|Blinded for Investigator nt A
-REC1-004 577 obstruction
medical
event
CMUH110 2021A862
110. 2021/12/6 follow up 2 [Blinded for Investigator|Neutropenia 2 A
-REC1-004 400
CONFUSION
CMUH110 2022A146
111. 2022/4/9 Initial Blinded for Investigator|(Confusional 2 A
-REC1-004 219
state)
[iR) REATIH -
QR #F i# }i‘ i 1 IE % ﬁ
21 i ~
BE * § St Aol FEPF
[ 5%5F24 4]
RF
1. | CMUH109-REC1-088 | % % # , , .
FR |1 i TFDA - 52 T 1% 4 2 (CSR)
2. B&Y FE R A BRRE D
[FE+>%Lani]
2. | CMUH105-REC1-140 | £+ = |*%& 4 1vl1.0
*p #p 12021 % 12" 30 P
) (GEIEIEICE
3. | CMUH107-REC1-188 | #8f: % ke A 2 .
P | e Ep L4 MKT7902
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*E rMHIRLHE
13-AUG-2021 to 12-FEB-2022

CMUH102-REC1-068

I8 &

[z = >p3p2])

SUSAR LL : Enzalutamide
31Aug2021-28Feb2022

FFLHF110~-208 2 31 p 2 111 & 02 *
28 p

CMUH110-REC1-195

v AR

[z = >3]
*u A 120220225 6MLL_(04Jul2021 to
03Jan2022) Investigator Safety Alert Report
eTMF
*p Hp 12022 # 2% 25 p
*i 4F % B 04Jul2021 to 03Jan2022

CMUH108-REC1-059

[z =% 2142]
*RS B L AL T MKT7902
*E rMEARL G
13-AUG-2021 to 12-FEB-2022

CMUH107-REC1-126

[z >2p3p2])

*:x% ¥ 4L 1 TRASTUZUMAB
EMTANSINE

*p 2MAFL B RFi2021 2082 220 3 2022
#0277 21p

CMUH110-REC1-060

|+
(A
&

[z =% 2142 ]

*EKE S L TRASTUZUMAB
EMTANSINE

*x pMIFL B RF 202108 22p 1 2022
£027 21p

CMUH110-REC1-156

(2]

*RF O RERRRE TR AT & (L
FE 2 EEm)

< £ 5x & @ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22

10.

CMUH109-REC1-150

(EEIIEL LS

*:E% %4 ¢ 4L : Durvalumab (MEDI4736)

*% M FLHF2021 017 13p 1 2021
#0712 p

11.

CMUH110-REC1-247

[z =% 2142 ])

*:REE £ AR ANX009

X% M AR L WA I2021 #0000 23 p 1 2022
# 03" 22 p (SUSAR LINE LISTINGS
REPORT)

12.

CMUH110-REC1-045

[#]
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FF 32O )
< i+ 5x A&t Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
(2= 2142 ]
| TR E S LAC MultiStem®
13. | CMUHI08-RECL-067 | i |y yposp2 w2020 117 26 1 2021
£11 7 25p
[E “]
I %ﬁﬁ‘éﬁ%%&'ﬁ TR AT S (R
14. | CMUH110-REC1-157 | Z#&f | 33 ; EHSEN
2 ’M\ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
(2]
RFOCRERRRE TRLATE S (PR
. 22 SEp)
15. | CMUH108-REC1-059 | +kz % | #= "~ F '
~ 4 5% 4 :Notice of name and address change to
Investigators, Regulatory Agencies and Ethics
Committee version 4, 11Mar22
[ﬁ@]
PREFRRP FALATE S (R
16. | CMUH107-REC1-174 | % &4 | 4% a = aEm )
< £ 5x A& © Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
[ﬁ%]
CRREFRG LE (GPRLY R 2 R
Fqu” )
% #5x A @ Memo > Date:12 Apr 2022
REFRERRELE GPLY gE A R
17. | CMUH109-REC1-131 | +rdriR | 3.p? )
< £ 5x A @ Memo > Date:26 Apr 2022
CREFRBP R ALATE S (Y
FF ] a )
2 it %F»j\ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
[ 2idp4 ]
*:2% # 1 4 + DS-8201a (Trastuzumab
Deruxtecan)
18. | CMUH109-REC1-115 | * A% |*% >4+ F 1109 £ 12 % 09 p 1 110

# 06" 08 p
[ % 2142 ]
*:25 ¥ ¢4 + DS-8201a (Trastuzumab
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Deruxtecan)
*g rMARLYPREF 110# 06 7 09 p 3 110
#1277 08 p
[z % 21482 ]
‘ *xEk E 4 LA 1 semaglutide-sc
19. | CMUHLIO-RECL-126 | Hifres |, }_mﬁ%gmzozz& 017 01p 2 2022
#0377 31p
[z % 21482 ]
. *R% & AL - Dapagliflozin
20. | CMUHI07-RECI-143 | X 2|, PHPAELYEF 110 £ 06 7 20 p 3 110
#1277 19 p
[ DSMB ;i-3% i 4]
21. | CMUH108-REC1-059 | Rt % | *dixz 2 p#p 12022 & 47 21 ¢
(eDMCS5, 21Apr2022)
(2]
RFCIREBRRP FALATE S (L
22. | CMUH108-REC1-036 | #IAF | 33 2 7 &iip )
<~ 3% A& @ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
[z =% 2144 ]
[ Development Safety Update Report No. 5
Executive Summary ]
*RS E A AL 1 INJ-64007957 (teclistamab)
*E rMEAFLYPF 110£03 7 17 p 3 111
23. | CMUH110-REC1-176 | #21 = | # 03 * 16 p

[ Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS) ]

*RB B LA 1 INJ-64007957 (teclistamab)
*g rMARAYRE 1102090 17 p 3 111
#0377 16 p
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