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FE. 3.
* ¢ %% | CMUH110-REC3-102(SAE-10) EE 2 | BKE e
PR | R R PRR LI FEEFRR | RFEITTE
VRO |- S HESIE S E R LE o i Pembrolizumab (MK-3475)
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#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Death of unknown cause
2205CHNO [Death]

00935

CMUH108-
REC3-058

Followup
15

2022/4/15 1.3

Decreased appetite
[Decreased appetite]
(Docetaxel)
Solution for
injection
#3)
PREDNISONE
(PREDNISONE

)

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

CMUH110-
REC3-102

2211CHNO |Followup
00638 4

2022/10/27 Diarrhea [Diarrhoea] 1.2.3
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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CMUH110-
REC3-102

2022/10/27

2211CHNO
00638

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(6-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

1.23

CMUH110-
REC3-102

2022/11/28

2212CHNO
01102

Initial

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(6-Fluorouracil)

Injection

malaise [Malaise]
Febrile neutropenia

[Febrile neutropenia]

2.3
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CMUH110-
REC3-102

2022/11/28

2212CHNO
01102

Followup
1

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(7-Fluorouracil)

Injection

malaise [Malaise]
Febrile neutropenia

[Febrile neutropenia]

2.3

CMUH110-
REC3-102

2022/11/28

2212CHNO
01102

Followup
2

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(8-Fluorouracil)

Injection

malaise [Malaise]
Febrile neutropenia

[Febrile neutropenia]

2.3
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CMUH110-
REC3-102

2022/10/27

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

2211CHNO
00638 6

Followup

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(6-Fluorouracil)

Injection

Diarrhea [Diarrhoea]

1.23

CMUH110-
REC3-102

2022/11/28

#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(8-Fluorouracil)

2212CHNO
01102 3

Followup

malaise [Malaise]

Injection

Febrile neutropenia

[Febrile neutropenia]

1.2.3
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CMUH110-
REC3-102

2022/11/28

2212CHNO
01102

Followup
4

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(9-Fluorouracil)

Injection

Febrile neutropenia
[Febrile neutropenia] 1.2.3

malaise [Malaise]

10.

CMUH110-
REC3-102

2022/11/28

2212CHNO
01102

Followup
5

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)

(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(10-Fluorouracil

) Injection

Febrile neutropenia
[Febrile neutropenia] 1.2.3

malaise [Malaise]
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11.

CMUH110-
REC3-102

2022/11/28

2212CHNO
01102 6

Followup

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(11-Fluorouracil

) Injection

Febrile neutropenia

[Febrile neutropenia]

malaise [Malaise]

1.2.3

12.

CMUH110-
REC3-102

2022/10/2

2210ARGO
01018 4

Followup

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Respiratory infection

[Respiratory tract

infection]

1.2
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13.

CMUH110-
REC3-102

2022/10/27

2211CHNO
00638 7

Followup

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(11-Fluorouracil

) Injection

Diarrhea [Diarrhoea]

1.2.3

14.

CMUH110-
REC3-102

2022/10/2

2210ARGO
01018 5

Followup

#3)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Respiratory infection
[Respiratory tract

infection]

1.2
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#3) Febrile Neutropenia
CISPLATIN [Febrile neutropenia]
(7902 STUDY) anemia [Anaemia]
(Cisplatin)  [Oral mucositis [Stomatitis]
Injection platelet count decreased
CMUH110- 22061 TAQO Followup
15. 2022/5/13 #4) [Platelet count decreased] | 2 A
REC3-102 2759 13
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY) Lung Infection
(8-Fluorouracil) [Pneumonia]
Injection lung infection [Pneumonia]
#3)
CISPLATIN
(7902 STUDY) Hypokalemia
(Cisplatin) [Hypokalaemia]
Injection Hyponatremia
CMUH110- 2210CHNO| _
16. 2022/10/21 Initial #4) [Hyponatraemia] 2.3 A
REC3-102 09311 ) )
5-FLUOROUR Febrile neutropenia
ACIL (7902 [Febrile neutropenia]
STUDY) Bacteremia [Bacteraemia]
(8-Fluorouracil)
Injection
#3)
CISPLATIN
(7902 STUDY) Hypokalemia
(Cisplatin) [Hypokalaemia]
Injection Hyponatremia
CMUH110- 2210CHNO |Followup .
17. 2022/10/21 #4) [Hyponatraemia] 2.3 A
REC3-102 09311 1 ) )
5-FLUOROUR Febrile neutropenia
ACIL (7902 [Febrile neutropenia]
STUDY) Bacteremia [Bacteraemia]

(8-Fluorouracil)

Injection
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18.

CMUH110-
REC3-049

2022/8/26

2022-MOR
002237-CA

follow up
4

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Febrile neutropenia,

Enteritis, Oral candidiasis]

2,3
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19.

CMUH110-
REC3-049

2022/11/17

2022-MOR
002652-1T

Initial

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3
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20.

CMUH110-
REC3-049

2022/11/17

2022-MOR
002652-1T

follow up
1

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Febrile neutropenia

2,3
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21,

CMUH110-
REC3-049

2022/5/16

2022-MOR
001886-FR 4

follow up

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Sepsis, Dyspnoea, Groin

pain

2,3

22,

CMUH108-
REC3-098

2022/6/25

2206IRL00

8721 23

Followup

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)
(enzalutamide)

Tablet

Myasthenia Gravis -

gravis]

Myositis [Myositis]

[Respiratory failure]

Neurotoxicity [Myasthenia

Myocarditis [Myocarditis]
Type |l Respiratory Failure

2.3
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23.

CMUH108-

REC3-098

2022/9/24

2209GBRO
11433

Followup
3

Study (Code not

#1) MK-3475

broken) ;
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)
(enzalutamide)

Capsule

Urinary Tract infection

Pneumonia [Pneumonia]

[Urinary tract infection]

1.3

24,

CMUH108-
REC3-098

2022/8/18

2208DEU0
08773

Followup
6

#1) MK-3475
Study (Code not
broken) ;
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

(enzalutamide)

Capsule

undefined organ system

failure [Organ failure]

112 # 02 * 09 p
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#1) MK-3475
Study (Code not
broken) ;
#2)
ENZALUTAMI
CMUH108- 2208DEUO |Followup| DE (3475 undefined organ system
25. 2022/8/18 ] ) 1 A
REC3-098 08773 7 SOLUTION failure [Organ failure]
FOR
INJECTION
STUDY)
(enzalutamide)
Capsule
#1) MK-3475
Study (Code not
broken) ] .
42) Myasthenia Gravis -
Neurotoxicity [Myasthenia
ENZALUTAMI )
gravis]
CMUH108- 2206I1RLOO |Followup| DE (3475 - .
26. 2022/6/25 Myositis [Myositis] 23 [ A
REC3-098 8721 24 SOLUTION N -
Myocarditis [Myocarditis]
FOR T Il Respi Fail
ype Il Respiratory Failure
INJECTION ) ]
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
ACP-196/Placeb ]
Multiple Occurrences of
CMUH106- 2018SF023| Follow 0,
217. 2018/4/1 ) Clostridium Difficile 1,3 A
REC3-039 32 Up4 | Bendamustine, .
o Enterocolitis
Rituximab
ACP-196/Placeb
CMUH106- 2019SE000| Follow 0, )
28. 2018/12/27 ) Septic Shock 2,3 A
REC3-039 12 Up 2 | Bendamustine,
Rituximab
112 # 02 " 09 p % 43 F > % 59 F




PRFFAETERRFRAIGRLE 5 =F 440 ¢

~F-LlIERYCXTAEERES( 2R
B % AR 3R
Ay |EA p Y Vo E A S
g |6 2y | ul N
ACP-196/Placeb
CMUH106- 2020SE136| Follow 0, )
29. 2020/1/23 Dehydration 2,3 A
REC3-039 55 Up7 Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2020SE136| Follow 0, ]
30. 2020/1/23 ) Dehydration 2,3 A
REC3-039 55 Up 8 | Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2020SF015]| Follow 0,
31. 2020/7/30 COVID-19 Pneumonia | 1,3 | A
REC3-039 63 Up 4 | Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2020SF737]| Follow 0, 1,2,
32. 2020/12/22 COVID-19 Pneumonia A
REC3-039 72 Up6 Bendamustine, 3
Rituximab
ACP-196/Placeb
CMUH106- 2021A3501( Follow 0,
33. 2021/4/21 ) Rectal Hemorrhage 1,3 A
REC3-039 50 Up 4 | Bendamustine,
Rituximab
ACP-196/Placeb|  Agranulocytosis with
CMUH106- 2021A8212| Follow 0, Infection; Multiple 1,2,
34. 2021/12/16 ) ] A
REC3-039 52 Up5 Bendamustine, [Occurrences of Respiratory| 3
Rituximab Failure
ACP-196/Placeb
CMUH106- 2022A0309| Follow 0, » )
35. 2022/1/17 ) Interstitial Pneumonia | 1,3 | A
REC3-039 03 Up 2 | Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2022A2044( Follow 0, ) )
36. 2022/5/3 ) Congestive Heart Failure | 1 A
REC3-039 51 Up 3 | Bendamustine,

Rituximab
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ACP-196/Placeb
CMUH106- 2022A2145( Follow 0, Multiple Occurrences of
37. 2022/6/6 ) ] 1,3 A
REC3-039 51 Up 6 | Bendamustine, COVID19 Pneumonia
Rituximab
ACP-196/Placeb
CMUH106- 2022A2590( Follow 0,
38. 2022/7/16 ) Itchy Rash 2 A
REC3-039 52 Up 2 | Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2022A3423| Follow 0,
39. 2022/10/8 ) Pneumonia 1,3 A
REC3-039 54 Upl Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2022A3423 0,
40. 2022/10/8 Initial Pneumonia 1,3 A
REC3-039 54 Bendamustine,
Rituximab
ACP-196/Placeb
CMUH106- 2022A3123| Follow 0, 1,2,
41. 2022/8/26 ) LLL Pneumosepsis A
REC3-039 09 Up1l | Bendamustine, 3
Rituximab
DEUCRAVACI
CMUH110- 2022-15241 GASTROINTESTINAL
42. 2022/12/11 Initial TINIB; 2.3 A
REC3-163 6 PERFORATION
APREMILAST
DEUCRAVACI
CMUH110- 2022-15241 GASTROINTESTINAL
43. 2022/12/11 follow up TINIB; 2.3 A
REC3-163 6 PERFORATION
APREMILAST
DEUCRAVACI
CMUH110- 2022-15241 GASTROINTESTINAL
44, 2022/12/11 follow up TINIB; 23 [ A
REC3-163 6 PERFORATION
APREMILAST
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platelet count decreased
#1) MK-6482
#2) [Platelet count decreased]
Infected [Infection]
CMUH111- 2211CHNO [Followup| PEMBROLIZU ]
45, 2022/11/29 Hemophagocytic syndrome| 2.3 [ A
REC3-116 09258 9 MAB )
) [Haemophagocytic
(pembrolizumab o ]
| lymphohistiocytosis]
anemia [Anaemia]
platelet count decreased
#1) MK-6482
#) [Platelet count decreased]
Infected [Infection]
CMUH111- 2211CHNO |Followup| PEMBROLIZU )
46. 2022/11/29 Hemophagocytic syndrome| 2.3 A
REC3-116 09258 10 MAB )
) [Haemophagocytic
(pembrolizumab o )
) lymphobhistiocytosis]
anemia [Anaemia]
platelet count decreased
#1) MK-6482 | [Platelet count decreased]
#2) Infected [Infection]
CMUH111- 2211CHNO |Followup | PEMBROLIZU |Hemophagocytic syndrome
47, 2022/11/29 ) 23 [ A
REC3-116 09258 11 MAB [Haemophagocytic
(pembrolizumab lymphobhistiocytosis]
) anemia aggravation
[Anaemia]
#1) MK-6482
#2)
CMUH111- 2301POL00 PEMBROLIZU [Diabetes mellitus [Diabetes
48. 2023/1/23 Initial ) 23 [ A
REC3-116 9078 MAB mellitus]
(pembrolizumab
)
#1 ) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU |Diabetes mellitus [Diabetes
49, 2023/1/23 23 [ A
REC3-116 9078 1 MAB mellitus]
(pembrolizumab
)
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2,3,
7.
) Impor
CMUH109- 2022A3422 Blinded for
50. 2022/9/22 Initial ) Hypokalaemia tant [ A
REC3-160 33 Investigator ]
medic
al
event
1.Acute kidney injury
2.Neutropenia
3.UPPER GI BLEEDING
CMUH109- 2022A2278|follow up| Blinded for (Upper gastrointestinal | 1, 2,
51. 2022/6/18 ) A
REC3-160 97 3 Investigator haemorrhage) 3
4.Pulmonary haemorrhage
5.Pancytopenia
6.Septic shock
1.Acute kidney injury
2.Neutropenia
3.UPPER GI BLEEDING
CMUH109- 2022A2278|follow up| Blinded for (Upper gastrointestinal | 1, 2,
52. 2022/6/18 ) A
REC3-160 97 4 Investigator haemorrhage) 3
4.Pulmonary haemorrhage
5.Pancytopenia
6.Septic shock
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1.Leukopenia
2.Dysphagia
3.Platelet count decreased
4.Lymphocyte count 1)
decreased T
. . 3, 7:
5.Febrile neutropenia
Impor
CMUH109- 2022A1579(follow up| Blinded for 6.Hypotension
53. 2022/4/4 tant | A
REC3-160 78 8 Investigator 7.Hypokalaemia ]
) o medic
8.Pneumonia aspiration |
a
9.Acute kidney injury
) event
10.Dehydration
11.Nausea
12.Acute respiratory
distress syndrome
CMUH109- 2022A2956 [follow up| Blinded for .
54. 2022/8/22 ) Neutropenia 2,3 A
REC3-160 00 3 Investigator
CMUH109- 2022A2956 [follow up|  Blinded for .
55. 2022/8/22 ) Neutropenia 2,3 A
REC3-160 00 4 Investigator
CMUH109- 2022A1112 |follow up| Blinded for .
56. 2022/2/28 ) Pancytopenia 2,3 A
REC3-160 21 5 Investigator
1.Radiation oesophagitis
CMUH109- 2022A2127 [follow up| Blinded for 2.Neutropenia
57. 2022/5/30 ] 2,3 A
REC3-160 89 6 Investigator 3.Lymphocyte count
decreased
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1.Neutropenia
2.Septic shock
3.Acute kidney injury
4.Upper gastrointestinal
haemorrhage
CMUH109- 2022A2278(follow up| Blinded for [ 5.Pulmonary haemorrhage | 1, 2,
58. 2022/6/18 ) ) A
REC3-160 97 5 Investigator 6.Pancytopenia 3
7.SUSPECTED
TRACHEO-ESOPHAGEA
L FISTULA
(Tracheo-oesophageal
fistula)
WORSENING BLOOD
CMUH109- 2022A2660 [follow up| Blinded for
59. 2022/7/21 ) BILIRUBIN INCREASED| 2,3 | A
REC3-160 06 1 Investigator S
(Blood bilirubin increased)
CMUH109- 2022A2023(follow up| Blinded for
60. 2022/5/17 Myocardial infarction 1,3 A
REC3-160 69 3 Investigator
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA
61. 2022/2/22 ) 2,3 A
REC3-160 20 4 Investigator (Tracheooesophageal
fistula)
CMUH109- 2022A2980 [follow up| Blinded for TOXIC HEPATITIS 1,2,
62. 2022/8/6 ] . ) A
REC3-160 70 1 Investigator (Hepatitis toxic) 3
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1.Febrile neutropenia
2.Leukopenia
3.Nausea
4.Hypotension
5.Acute respiratory distress Lo
syndrome "
3, 7:
6.ASPIRATION
Impor
CMUH109- 2022A1579(follow up| Blinded for [PNEUMONIA (Pneumonia
63. 2022/4/4 ) o tant | A
REC3-160 78 9 Investigator aspiration) ]
) medic
7.Hypokalaemia |
a
8.Lymphocyte count
event
decreased
9.Dehydration
10.Platelet count decreased
11.Acute kidney injury
12.Dysphagia
1.Febrile neutropenia
2.Acute respiratory distress
syndrome
3.ASPIRATION
CMUH109- 2022A1579(follow up| Blinded for 1,2,
64. 2022/4/11 ] PNEUMONIA (Pneumonia A
REC3-160 78 10 Investigator o 3
aspiration)
4.Platelet count
decreased
5.Dysphagia
2,3,
7:
] Impor
CMUH109- 2022A4140 - Blinded for Lymphocytecount
65. 2022/12/21 Initial ] tant [ A
REC3-160 77 Investigator decreased )
medic
al
event
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2,3,
7:
) Impor
CMUH109- 2022A4140 follow up| Blinded for Lymphocytecount
66. 2022/12/21 ) tant [ A
REC3-160 77 1 Investigator decreased ]
medic
al
event
2,3,
7:
. Impor
CMUH109- 2022A4140(follow up| Blinded for Lymphocytecount
67. 2022/12/21 ) tant [ A
REC3-160 77 2 Investigator decreased )
medic
al
event
CMUH109- 2021A8010(follow up| Blinded for 1.Hyponatraemia
68. 2021/11/7 _ _ 2 | A
REC3-160 62 6 Investigator 2.Hypokalaemia
CMUH109- 2023A0140 Blinded for
69. 2023/1/16 Initial ) Pneumonitis 2,3 A
REC3-160 47 Investigator
ARGENTINA_Bone
CMUH109- BMS-2022-|follow up
70. 2022/9/20 Nivolumab pain_Multiple organ 1 A
REC3-068 110963 8 )
dysfunction syndrome
FRANCE_Chemical
CMUH109- BMS-2022-|follow up o ]
71. 2022/5/17 Docetaxel peritonitis_Septic 2 A
REC3-068 037429 22 ] ]
shock_Febrile neutropenia
GERMANY _Acute
CMUH109- BMS-2022-
72. 2022/12/14 initial Docetaxel myeloid 2 A
REC3-068 153461 i ]
leukaemia_Anaemia
CMUH109- BMS-2022-|follow up GERMANY_Acute
73. 2022/12/14 Docetaxel ] . 2 A
REC3-068 153461 3 myeloid leukaemia
CMUH109- BMS-2022-follow up Germany_Acute myeloid
74. 2022/12/14 Docetaxel . . 2 A
REC3-068 153461 4 leukaemia, Anaemia
CMUH109- BMS-2022-|follow up
75. 2022/3/21 Nivolumab China_Pneumonia 1 A
REC3-068 010869 1
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GERMANY _Intestinal
CMUH109- BMS-2022-|follow up ) ischaemia_Multiple organ
76. 2022/7/6 Nivolumab ] 1 A
REC3-068 072719 6 dysfunction
syndrome_Sepsis
CMUH109- BMS-2022-follow up France_Diverticulitis,
77. 2022/12/15 Nivolumab ) o 1 A
REC3-068 154949 2 Acute kidney injury
CMUH109- BMS-2022-follow up France_Diverticulitis,
78. 2022/12/15 Nivolumab ) o 1 A
REC3-068 154949 3 Acute kidney injury
CMUH109- BMS-2022-follow up
79. 2022/12/15 Nivolumab France_Diverticulitis 1 A
REC3-068 154949 4
CMUH109- BMS-2022-follow up
80. 2022/12/15 Nivolumab France_Diverticulitis 1 A
REC3-068 154949 5
CMUH109- BMS-2023-| . BRAZIL_Disseminated
81 2023/1/18 initial Nivolumab ] ) 2 A
REC3-068 011347 intravascular coagulation
MYOSITIS;
2022-15741 RELATLIMAB; MYOCARDITIS; 1.2
82. [ CMUH109- | 2022/12/14 follow up A
8 NIVOLUMAB ASYMPTOMATIC 3.4
REC3-185
TROPONIN ELEVATION
IMMUNE-MEDIATED
MYASTHENIA,;
2022-14291 RELATLIMAB;
83. [ CMUH109- | 2022/11/22 follow up SUSPECTED 23 [ A
4 NIVOLUMAB
REC3-185 MYOPATHY;
TROPININE INCREASE
IMMUNE-MEDIATED
MYASTHENIA,;
2022-14291 RELATLIMAB;
84. [ CMUH109- | 2022/11/22 follow up SUSPECTED 23 [ A
4 NIVOLUMAB
REC3-185 MYOPATHY;
TROPININE INCREASE
MYOSITIS;
2022-15741 RELATLIMAB; MYOCARDITIS; 1.2
85. [ CMUH109- | 2022/12/14 follow up A
8 NIVOLUMAB ASYMPTOMATIC 3.4
REC3-185
TROPONIN ELEVATION
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IMMUNE-MEDIATED
MYASTHENIA;
2022-14291 RELATLIMAB;
86. | CMUH109- | 2022/11/22 follow up SUSPECTED 2.3 A
4 NIVOLUMAB
REC3-185 MYOPATHY;
TROPININE INCREASE
IMMUNE-MEDIATED
MYASTHENIA,;
2022-14291 RELATLIMAB;
87. | CMUH109- | 2022/11/22 follow up SUSPECTED 2.3 A
4 NIVOLUMAB
REC3-185 MYOPATHY;
TROPININE INCREASE
MYOSITIS;
2022-15741 RELATLIMAB; 1.2.
88. | CMUH109- | 2022/12/14 follow up MYOCARDITIS; A
8 NIVOLUMAB 3.4
REC3-185 MYASTHENIA
MYOSITIS;
2022-15741 RELATLIMAB; 1. 2.
89. | CMUH109- | 2022/12/14 follow up MYOCARDITIS; A
8 NIVOLUMAB 3.4
REC3-185 MYASTHENIA
MYOSITIS;
CMUH109- 2022-15741 RELATLIMAB; 1.2
90. 2022/12/14 follow up MYOCARDITIS; A
REC3-185 8 NIVOLUMAB 3.4
MYASTHENIA
MYOSITIS;
CMUH109- 2022-15741 RELATLIMAB; 1.2
91. 2022/12/14 follow up MYOCARDITIS; A
REC3-185 8 NIVOLUMAB 3.4
MYASTHENIA
IMMUNE-MEDIATED
MYASTHENIA;
CMUH109- 2022-14291 RELATLIMAB;
92. 2022/11/22 follow up SUSPECTED 2.3 A
REC3-185 4 NIVOLUMAB
MYOPATHY;
TROPININE INCREASE
IMMUNE-MEDIATED
MYASTHENIA,;
CMUH109- 2022-14291 RELATLIMAB;
93. 2022/11/22 follow up SUSPECTED 2.3 A
REC3-185 4 NIVOLUMAB
MYOPATHY;
TROPININE INCREASE
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Multi-organ failure;
CMUH109- BMS-2021- RELATLIMAB;| Necrotizing myositis;
94. 2021/5/11 follow up 1231 A
REC3-185 046230 NIVOLUMAB Myocarditis;
acute renal failure
Multi-organ failure;
CMUH109- BMS-2021- RELATLIMAB;| Necrotizing myositis;
95. 2021/5/11 follow up . 123] A
REC3-185 046230 NIVOLUMAB Myocarditis;
acute renal failure
MYOSITIS;
CMUH109- 2022-15741 RELATLIMAB; 1.2
96. 2022/12/14 follow up MYOCARDITIS; A
REC3-185 8 NIVOLUMAB 3.4
MYASTHENIA
MYOSITIS;
CMUH109- 2022-15741 RELATLIMAB; 1.2
97. 2022/12/14 follow up MYOCARDITIS; A
REC3-185 8 NIVOLUMAB 3.4
MYASTHENIA
IMMUNE-MEDIATED
MYASTHENIA,;
CMUH109- 2022-14291 RELATLIMAB;
98. 2022/11/22 follow up SUSPECTED 23 [ A
REC3-185 4 NIVOLUMAB
MYOPATHY;
TROPININE INCREASE
IMMUNE-MEDIATED
MYASTHENIA,;
CMUH109- 2022-14291 RELATLIMAB;
99. 2022/11/22 follow up SUSPECTED 23 [ A
REC3-185 4 NIVOLUMAB
MYOPATHY;
TROPININE INCREASE
[iR] REATIH -
QR #F i# }i‘ is 1 IE % ﬁ
gFJ_
¢ e
B 5. * € S 34 FENF
[+ 214 ]
1. CMUH109- REC3-123 Era | %E%ES LA AINAST
*% pMERAHPF 12022 & 4% 1p 1 2022# 9% 30FP
[ % 2484 ]
2. CMUH110-REC3-163 ME R
*IREL E # # - BMS-986165 (Deucravacitinib)
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*E rMFLHPF 110+ 090 23p 2 111 &2 030 22
(2% 2papd]
3. CMUH110-REC3-168 MBIk | %% ES 4L 0 BMS-986165 (Deucravacitinib)
*E rMFLHPF 110+ 09 23p 2 111 E03F 22
(2% 2papd]
4, | CMUH110-REC3-062 Fra | *3#%¥$ L4 Deucravacitinib (BMS-986165)
*F rPFLHAF L1 E 032 23p 3 111#097 22
[ iz o)
5. CMUH109-REC3-081 2 84 | KAk p g 1 CO42177 Memo — Notification of Early Study Closure,
dated 16Dec2022
R
*i&5% ¥ 4 4L : Filgotinib
*H rMFLHAEF10£07 2 01p 2 111 #09°% 23 P
6. CMUH107-REC3-122 Fia
*E AP Ep
1) Filgotinib_DSUR11_01Jul21-23Sep21
2) Filgotinib_DSUR12_24Sep21-23Sep22
[ % 2]
*#2 E 5 ¢4 1 RPC1063,0zanimod
*R PMPAFLHAEF 12022057 20p 3 2022 & 11 % 19 p
7. CMUH107-REC3-112 LR 3
(SUSAR Line Listing)
[ DSMB ii-3% i 4]
Ak pd 111 & 070 28 ¢
[z 2]
*E2 5 ¢4 1 RPC1063,0zanimod
*E M AFLHAEF 12022057 20p 3 2022 & 11 % 19 p
8. CMUH107-REC3-113 LB 2
(SUSAR Line Listing)
[DSMB -3k +]
Ak pd 111070 28 ¢
[z 2p2]
*R2 5 t 4L 1 RPC1063,0zanimod
*E rMEAFLHREF 12022057 20p 3 2022 & 11 % 19 p
9. CMUH107-REC3-114 LBEN 3
(SUSAR Line Listing)
[ DSMB i4-3% i 4]
ki rpd 111 & 07 7 28 p
(% 2L da]
10. | CMUH111-REC3-010 FLKE

*4% & @ Periodic Safety Summary of SUSARs AZD4573 05 August
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11.

CMUH109-REC3-131

(2= 2iap4 ]

*R2 F 4+ 4L Tiragolumab

X >MHIRLHEF 2022 F 40 22p % 2022 F 107 21 p
*REF 5 L4 Atezolizumab

X rMHRLHEF 2022 &5 18p 1 2022 F 11 17 P

12.

CMUH110-REC3-045

i 5

[z % 2]
*#% LA LNP023
ZrMAFAHF 2022 E047 0L p % 2022# 09 % 30 p

13.

CMUH108-REC3-098

[z % 2pap]
*RE E 5 L4 1 MK-3475 Pembrolizumab
*g P AFLHF 02022 £ 03" 04p 3 2022 & 09 " 03 p

14.

CMUH105-REC3-108

it

(EEIEETEE R |

*ESKRE L LA Ipilimumab & Nivolumab
MR AYR
Ipilimumab: 110 # 10 * 02 p % 111 # 10" 01 p
Nivolumab: 111 # 01* 04p I 111#07* 03 p

15.

CMUH108-REC3-057

3RV AEL

[z 2]
*REEF LA MK-7339
*E pMAFLYPF 12022867 16 p 3 2022 127 15 p

16.

CMUH108-REC3-151

|+
(o
&

[z 2]
*RERES LA MK-7339
* pMAFLPRF 120222 067 16 p 3 2022 & 127 15 p

17.

CMUH109-REC3-081

|
23
&

[ % 2402 ]
*R5% ¥ 4L ¢ Tiragolumab
*E pMAFL BT 2022 & 47 22p 32022107 21 p
% E P 4L Atezolizumab
PHIFLHF 202257 18p 12022 117 17 p

18.

CMUH111-REC3-061

9 AR

[z 2pF2]
*RERE S LA T NGM707
*% pMAFLPFCC-220:110# 10 * 17 p 2 111210 % 16 p

19.

CMUH109-REC3-021

[ % >4 ]
*EHES LR
*H PPAFL YR 2022 # 037 31 p 3 2022 # 11 % 08 p
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20. | CMUH109-REC3-124 R 5

*E PP FLPHEF
2022 £ 09 % 27 p % 2022 & 12 * 26 p (SUSAR LineListing)

(EEIETE S|
21. | CMUH108-REC3-058 SRV | RS AL 0 MK-3475 Pembrolizumab
*% 2P AFLHF 120222037 04p 3 2022 & 09 7 03 p

(QEIETE S|
*EERE P ¢4 0 Acalabrutinib
*E M AFLHF 02021 # 107 31 p % 2022 & 10 7 30 p

e
gm
H

22. | CMUH106-REC3-039 [6 % * Line Listing]
*EEE P ¢4 0 Acalabrutinib
* rMAFLEHF 2020 & 107 31 p 3 2022 &£ 04 % 29 p

*E rPAFLHAEF 12022 040 30p T 2022# 10 % 30 p

[z % 2p2]

*#5% ¥4 4L Durvalumab

23. | CMUH107-REC3-139 SRV | Y rPARLHR 111E 0L 139 I 111# 070 129
*R% E P 4L Tremelimumab

*F pMFLPEF 1ML L0101 13p 3 111 & 07 % 129

[z 2pE2]
*E2E 5 L4 ¢ Imlunestrant (LY 3484356)
R rMAFLHAEF 2020 112 09p 3 2022 & 11 % 08 p

24. | CMUH109-REC3-152 R
[ % 2402 ]
*R% E 4L 0 Abemaciclib (LY2835219)
*E rMAFLYF 2022037 29 p 1 2022+ 09 % 28 p
[ % 2402 ]
25. | CMUH111-REC3-118 B A | *Es%ESH L4 0 ChAJOX1-HBV and MVA-HBV

*ErMFLPEF LM LT 1p 3 111 #2120 30 P

[# %% ¢ 34 10]
(B 7= 2 1) Interim Executive Summary_lsatuximab Sarclisa

ek 120*p ) 1111 & 119 Q7 p

26. | CMUH106-REC3-031 ELE
(B 78 i 7= 2 2) health hazard evaluation report-Isatuximab-Class
111 defect-first follow-up
*pdp 111 #1007 31 p
[ 2pE2]
27. | CMUH109-REC3-016 LN 2

*HR5% E 4L ¢ Brazikumab
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28.

CMUH110-REC3-017

\‘i\
MW

[#e]
F
1 *fenh@dski k@b BhERZL R € (IDMC) %2022 % 2 ¢
16 p 2k TP #FHET  BRESLHZI[{HEF 235
el blen% & 2 R4 G- > I AFEFK 2022 £ 2 7 26 p AL
TRk ok (TRl R T S A IRE T TR A W) °
2. B A B IPFEGTL RF AN 2 F ) 4 2022
E4 08 pARBAEY TG EERIIL DM 282 (A%
A RS L D R ARM) PR s R g A
2. % (INDSR) » i A i (73 4F > #5407 ¢
1) INDSR Follow-up GSK3888550A-BIO RSV MAT 25 Jan 2023
3. F] i INDSR % »24F 4 # F 2 # (»45 3% (Date:25 Jan 2022) »

2+ % 25Jan 2023 5 FEF|4eT ol

1) File Note for GSK3888550A-BIO RSV MAT Follow-Up INDSR 25
Jan 2023 (part 1) - signed

2) TMF-15664075_Corrected_INV_CL_25Jan2023 1

4.4 % 12 Dec 2022 IDMC # % ¢ # & (data cut-off date:07 Nov
2022) :

1) Committee Output RSV MAT-009 IDMC Bi-monthly review
DBF07Nov2022 12 Dec 2022
SAk2ATRERTET AR BFERP AL RO RELT
Bo» #302022 &# 7 " 8 pilif o

29.

CMUH110-REC3-017

\‘;\
M

[(#5]
N

1 2Tkt kRib TR LA ¢ (IDMC) *+ 2022 & 2
16 p 2 bk B P 5 AT > RFHRES L FHEG P 5
Bl Bleh% A % FTA 2= 0 EhEEY 2022 & 2 0 26 poAsik
TRk e (iR b R T S A IRE SRR R ) ©

20 WELATLE 2ETRE FERRE  EA T

(1) Cover letter to investigators for D43 interim safety and

investigation updates_FINAL 24 Jan 2023

(2) RSV MAT PTB Safety Signal Investigation Progress
ReportD43_FINAL

(3) RSV MAT-009_16Jan2023_Interim Safety Risk Assessment

through Day 43 Post delivery
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