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FE. 2.
~ ¢ %% | CMUHI109-REC1-120(SAE-1) EF2 A | kErAFEHE
FEAFA | AFPL BRI FEE FRERRR R E TR
SR - % Vlady ~ Bocid ~ B EEHEHR > ¥ AR X B H EERD
i akis PRBFMHAE ULFEERE T ARIOODP] % > ~ af ”"T’J‘l}%‘ T
FE. 3.
* ¢ %% | CMUH109-REC1-131(SAE-41) EFeraA | KL Tl
FRAFA L RERPERLICFER VREFT KRR | RPE TR
T FAHE T RD S ES T WA KR R EEF VT ) B F
s #2 Pembrolizumab (MK-3475) & & ;58 ch% 1b/2 ¥ §2k 5%
FE. 4
™ ¢ %% | CMUHI09-REC1-134(SAE-1) EF2EFA | KErAER
FEIEA | LR AR IF FEEFT KRR | RGP EIFTE
— I I 8 ~ Bcfse ~ SEPAFe ~ T (74 ®iEs > 1 NIST793 (& *
N % X H * gpartalizumab) & &% it gemcitabine/nab-paclitaxel - 4p %
ks i * gemcitabine/nab-paclitaxel 5 ## 43 Iét’v‘?%fg ’ﬁu&; (mPDAC) %
- o
FE. 5
~ ¢ %5, | CMUHI109-REC1-134(SAE-2) FFgEgd | KL rEE
O RN EE bl RUERES S FEET KR | P LT
- % I~ Bocdkie s WA e~ T 74 B 0 11 NIST93 (3 *
I A # * spartalizumab) & & &2 it gemcitabine/nab-paclitaxel > #p ¥t
B i * gemcitabine/nab-paclitaxel i # 45 445% W& (mPDAC) ¥
- Rink

S P R iRA RS 2R

2% (KB 1-7)
L7v= 2.8 2 4 & 350k 4 ffest i 1,3‘5 A AFRPER 4.3 X A A A disability
5.8 ) 6.5 (Tl M RAMG T TH B (Gril)

25 1 (%78 AD)
AZ BB EEFBIH T 2P RE CRBrrhEARLE DERIPE2
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diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TAO1 Solution for injection  |ketoacidosis]
1. 2021/11/26 Followup 4 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial]
diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TAO1 Solution for injection  |ketoacidosis]
2. 2021/11/26 Followup 5 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial]
diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TAO1 Solution for injection  |ketoacidosis]
3. 2021/11/26 Followup 6 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial]
diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUHI110 21111TAO01 Solution for injection  [ketoacidosis]
4, 2021/11/26 Followup 7 23 A
-RECI1-156 0270 #2 ) BCG LIVE (BCG [covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial
1112 05 * 25 p % 28 F > x 46 F
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diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 2111ITA01 Solution for injection  [ketoacidosis]
5. 2021/11/26 Followup 8 23 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |[covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial
ATHEROTHRO
MBOTIC 2,3,4,
CEREBRAL 7:Impor
CMUH107 2022A006
6. 2022/1/2 follow up 2 |Blinded for Investigator|INFARCTION [tant A
-REC1-143 741
(Thrombotic Medica
cerebral 1 Event
infarction)
1.Hyperkalaemi
CMUH107 2020SE14
7. 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)
1,2,3,
7:Impor
CMUH107 2022A079
10. 2021/8/15 follow up 1|Blinded for Investigator[DEATH (Death) |tant
-REC1-143 742
Medica
1 Event
111 # 05 * 25 p % 29 F > x 46 F
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1.LAV
DISSOCIATIO
27 39 43
N
7:Impor
CMUH107 2020SE54 (Atrioventricular
11. 2020/2/27 follow up 3 |Blinded for Investigator tant A
-REC1-143 702 dissociation)
Medica
2.CHF (Cardiac
1 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
CMUHI110 Follow up
13. 2021/11/19(2963616 RO5304020 G 3,2 A
-REC1-060
THROMBOCY
TOPENIA
LIFE
THREATENIN
CMUHI110 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 3
SYNDROME
202204297
CMUH107 1.SUDDEN
16. 2022/4/10 102_0 initial Niraparib 1 A
-REC1-189 DEATH
Blinded
202112544
CMUH107
17. 2021/?2/2? |41 5 Blin |follow up 5 |Niraparib 1.INFECTION |13 A
-REC1-189
ded
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18.

CMUH107
-RECI-189

2022/3/8

202203217
75_1 Blin
ded

follow up 1

Niraparib

1.Personality

change

23

19.

CMUH107
-REC1-189

2022/3/30

202204096
00 0
Blinded

initial

Niraparib

1.ISCHEMIC
STROKE

23

20.

CMUH109
-REC1-150

2021/10/17

2021A784
735

follow up 5

Blinded for Investigator

1.Diarrhoea

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

1,2,3

21.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 1

Blinded for Investigator

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

aspiration)

1,2,3,

Importa

medical

event

22.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 2

Blinded for Investigator

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

aspiration)

1,2,3,
7:
Importa
nt
medical

event
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CMUH109 2022A118 Acute coronary
23. 2022/3/16 Initial Blinded for Investigator 1,2,3 |A
-RECI1-150 488 syndrome
1.ORAL
MUCITIS
(Stomatitis)
2.FEBRILE
APLASIA 1,2,3,
(Febrile bone  |7:
CMUH109 2022A099 marrow aplasia) [Importa
24. 2022/2/28 follow up 3 |Blinded for Investigator A
-REC1-150 842 3.ACUTE nt
RESPIRATORY [medical
DISTRESS event
(Acute
respiratory
distress
syndrome)
1.Diarrhoea
2 Neutropenia
CMUH109 2021A784
25. 2021/10/17 follow up 6|Blinded for Investigator|3.Hypotension [1,2,3 |A
-RECI1-150 735
4.Septic shock
5.Vomiting
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
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27.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 4

Blinded for Investigator

1.ORAL
MUCITIS
(Stomatitis)
2.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
3.ACUTE
RESPIRATORY
DISTRESS
(Respiratory

distress)

1,2,3,

7:Impor
tant A
medical

event

28.

CMUH109
-REC1-150

2022/3/15

2022A119
875

follow up 1

Blinded for Investigator

WORSENING
DIABETIS
MELLITUS
(Diabetes

mellitus)

29.

CMUH109
-REC1-150

2022/2/28

2022A099
842

follow up 5

Blinded for Investigator

1.ORAL
MUCITIS
(Stomatitis)
2.FEBRILE
APLASIA
(Febrile bone
marrow aplasia)
3.ACUTE
RESPIRATORY
DISTRESS
(Respiratory

distress)

1,2,3,
7:
Importa
nt
medical

event

30.

CMUH109
-REC1-150

2022/3/16

2022A118
488

follow up 1

Blinded for Investigator

Acute coronary

syndrome

1,2,3
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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 L3 A
-RECI1-150 875
(Diabetes
mellitus)
IMMUNE 2,3,7:
RELATED Importa
CMUH109 2022A151
33. 2022/3/29 Initial Blinded for Investigator[HEPATOTOXIC [nt A
-RECI1-150 718
ITY medical
(Hepatotoxicity) [event
2,3,7:
Importa
CMUH109 2022A159 DIARRHEA
34. 2022/4/19 Initial Blinded for Investigator nt A
-RECI1-150 063 (Diarrhoea)
medical
event
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
111 # 05 * 25 p % 34 F % 46 F
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1.ACUTE
RESPIRATORY
DISTRESS
(Respiratory 1,2,3,
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 2204DEUO #1 ) MK-3475 Study  |Unknown cause
38. 2022/3/31 Followup 1 1 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUH108 2204DEUO #1 ) MK-3475 Study  |Unknown cause
39. 2022/3/31 Followup 2 1 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUH108 2204DEUO #1 ) MK-3475 Study  |Unknown cause
40. 2022/3/31 Followup 3 1 A
-REC1-036 01068 (Code not broken) of death [Death]
CMUHI110 2204TURO
41. 2022/4/11 Initial #1 ) REGORAFENIB |[Rash 2,37 |A
-REC1-157 05014
#1 ) TRIFLURIDINE [Hypovolaemic
CMUHI10 2204CHLO
42. 2022/4/14 Initial (+) TIPIRACIL shock 23,7 |A
-REC1-157 06111
HYDROCHLORIDE [Septic shock
Hypovolaemic
#1 ) TRIFLURIDINE  |shock
CMUHI110 2204CHLO
43. 2022/4/9 Followup 1 |(+) TIPIRACIL Urinary tract 1,2,3,7 |A
-REC1-157 06111
HYDROCHLORIDE |infection
Septic shock
111 # 05 * 25 p % 35 F > x 46 F
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Hypovolaemic
#1 ) TRIFLURIDINE [shock
CMUH110 2204CHLO
44, 2022/4/9 Followup 2 [(+) TIPIRACIL Urinary tract 1,237 |A
-RECI1-157 06111
HYDROCHLORIDE [infection
Septic shock
Hypovolaemic
#1 ) TRIFLURIDINE |shock
CMUHI110 2204CHLO
45, 2022/4/9 Followup 3 [(+) TIPIRACIL Urinary tract 1,2,3,7 |A
-REC1-157 06111
HYDROCHLORIDE |infection
Septic shock
CMUHI110 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 2,3,7 |A
-REC1-157 08325 reaction
CMUHI110 2204GBRO Infusion related
48. 2022/4/22 Followup 1 [#1 ) MK-4280A 23,7 |A
-RECI1-157 08325 reaction
Rectal
CMUH110 2204GBRO
49. 2022/4/13 Followup 2 [#1 ) MK-4280A perforation 1,3 A
-RECI1-157 06005
Colitis
CMUHI110 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
Hepatic
CMUH110 2202ESP0
54, 2022/1/30 Followup 5 [#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315
Septic shock
CMUHI110 2204CHNO Brain stem
55. 2022/4/1 Followup 4 [#1 ) MK-7902 1 A
-REC1-045 01228 haemorrhage
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Hepatic
CMUHI110 2202ESPO
56. 2022/1/30 Followup 6 [#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315
Septic shock
Hepatic
CMUHI110 2202ESPO
57. 2022/1/30 Followup 7 [#1 ) MK-7902 encephalopathy [1.2 A
-REC1-045 02315
Septic shock
Hepatic
CMUHI110 2202ESPO
58. 2022/1/30 Followup 8 [#1 ) MK-7902 encephalopathy |1.2 A
-REC1-045 02315
Septic shock
Hepatic
CMUHI110 2202ESPO
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
Neutrophil count
decreased,
Sepsis, Lung
CMUH108 NUT-2022 infection,
66. 2022/1/10 INI NUC-1031/Cisplatin 2 A
-REC1-128 -000010 Thromboemboli
¢ event, Platelet
count
decreased
111 # 05 * 25 p % 37 F % 46 F
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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 FU1 NUC-1031/Cisplatin  [Sepsis 1 A
-REC1-128 -000007
Neutrophil count
decreased,
Sepsis, Lung
CMUH108 NUT-2022 infection,
70. 2022/1/10 FU1 NUC-1031/Cisplatin 1 A
-REC1-128 -000010 Thromboemboli
¢ 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
¢ event, Platelet
count
decreased
CMUH108 NUT-2022 Acute liver
73. 2022/1/24 FU1 Gemcitabine/Cisplatin 1 A
-REC1-128 -000028 failure
CMUHI108 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
CMUHI108 NUT-2022 Platelet count
76. 2022/1/24 INI Gemcitabine/Cisplatin A
-REC1-128 -000031 decreased
CMUH108 NUT-2021 Acute renal
17. 2021/12/26 Fu4 NUC-1031/Cisplatin 1 A
-REC1-128 -000374 failure
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CMUH108 NUT-2022 Platelet count
78. 2022/1/24 FUI Gemcitabine/Cisplatin 2 A
-REC1-128 -000031 decreased
CMUH108 NUT-2021 Pseudomonal
79. 2021/9/4 FUS 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
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 FUS5 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 Platelet count
86. 2022/1/24 FU2 Gemcitabine/Cisplatin A
-REC1-128 -000031 decreased
diabetic
#1 ) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 21111TAO1 Solution for injection  |ketoacidosis]
87. 2021/11/26 Followup 9 2.3 A
-REC1-156 0270 #2 ) BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonial]
#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]
111 # 05 * 25 p % 39 F % 46 F
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#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
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
92. 2021/12/3 #2) immune 123 |A
-REC1-059 04610 24
PEMBROLIZUMAB |myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
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#1 ) MK-7902
(lenvatinib mesylate)
myocardial
Capsule
CMUH108 2204POL0O 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 2204POLO 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 (1,2,3 |[A
-RECI1-176 53(0) 2) POMALIOMIDE
CMUH110 202202346 |follow-up |1) DARATUMUMAB
96. 2022/2/10 PNEUMONIA (1,23 |[A
-RECI1-176 53(1) (1) 2) POMALIOMIDE
CMUH110 202202346 |follow-up |1) DARATUMUMAB
97. 2022/2/10 PNEUMONIA (1,23 |[A
-RECI1-176 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
-RECI-115 639 DERUXTECAN
(Drug-induced |medical
liver injury) event
3.Sepsis
General physical
CMUH109 2022A031 TRASTUZUMAB
99. 2022/1/16 follow up 2 health 1,3 A
-RECI-115 950 DERUXTECAN
deterioration
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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
-RECI1-115 639 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
-RECI1-115 639 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
CAPECITABINE
CMUH109 2022A156
106. 2022/4/17 follow up 1|Lot(s)#: P2002246 Cardiac arrest |1 A
-REC1-115 217
Lot(s)#: P2002246
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CMUHI110 2021A862
107. 2021/12/6 follow up 1|Blinded for Investigator [Neutropenia 2 A
-REC1-004 400
2,3,7:
Importa
CMUHI110 2022A115 Intestinal
108. 2022/3/15 Initial Blinded for Investigator nt A
-REC1-004 577 obstruction
medical
event
2,3,7:
Importa
CMUHI110 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)
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1. | CMUHI09-RECI-088 | % %4 | @ .0
' S PR i e TFDA - 2 7o 28547 2 (CSR)
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[(Fxr=+%2H 4]
2. | CMUHI105-RECI1-140 | & & | *%& 4 1v1.0
*p Hp 12021 &£ 12 % 30 p
(2% 2P3F2]
. L | *RkEL L F- + MK7902
3. | CMUHI107-REC1-188 | #smg | 77
o lszrpwinm
13-AUG-2021 to 12-FEB-2022
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31Aug2021-28Feb2022
FLHF110#08 % 31 p 3 111 #02°
28 p

CMUHI110-REC1-195

v AR

[ 21 4]
oA 120220225 6MLL (04Jul2021 to
03Jan2022) Investigator Safety Alert Report
eTMF
*PoHp 12022 & 2% 25
*W 3R F B 1 04Jul2021 to 03Jan2022

CMUH108-REC1-059

[z =% 2142 ]
*EER e LAL T MK7902
*g pMHIFL R
13-AUG-2021 to 12-FEB-2022

CMUHI107-REC1-126
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EMTANSINE
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CMUHI10-REC1-156
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PFCREBRERRF FALAC S (LY
FE A SRE)

< 44 & ! Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
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[ = 21474 ]

*# % ¥ L4 ° Durvalumab (MEDI4736)

* pMHIFA B I2021 2017 13 p 1 2021
£07 " 12p
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CMUHI110-REC1-247
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R E P LA ANX009

% pHIRLHF 20212097 23 p 3 2022
# 03 7 22 p (SUSAR LINE LISTINGS
REPORT)
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< i+ 5< A  Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
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*HREE S LA MultiStem®
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v R ﬂ\ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
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~ i 5% A Notice of name and address change to

Investigators, Regulatory Agencies and Ethics
Committee version 4, 11Mar22
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< £ 4% & @ Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
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< # 5 &  Memo ° Date:12 Apr 2022
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< # 5 &  Memo ° Date:26 Apr 2022
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v R zk Final Investigator-HA-IRB letter for
countries version 4, 11Mar22
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¥R ¥ 5 L AL DS-8201a (Trastuzumab
Deruxtecan)
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CMUH108-REC1-059
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*AR E P H 12022 & 40 21 p
(eDMCS, 21Apr2022)
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~ 5 & Final Investigator-HA-IRB letter for
countries_version 4, 11Mar22
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[ Development Safety Update Report No. 5
Executive Summary ]
*:k5% ¥ 1AL 1 INJ-64007957 (teclistamab)
*E rMEEEHF 110£ 037 17p 3 111
£037" 16 P

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