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CMUH108-
REC3-151

2022/6/3

2206ESP00
3502

Followup

8

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Thrombotic
thrombocytopenic
purple [Thrombotic

thrombocytopenic

purpura]

1.3

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup

12

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

GI bleed
[Gastrointestinal

haemorrhage]

1.3
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CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup

13

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

GI bleed
[Gastrointestinal

haemorrhage]

1.3

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup

14

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

GI bleed
[Gastrointestinal
haemorrhage]
Hyponatremia

[Hyponatraemia]

1.3

CMUH109-
REC3-068

2021/10/13

BMS-2021-
107135

Follow
up 12
(compara

tor)

docetaxel

ISRAEL Neutropenia
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Follow
CMUH109- BMS-2021-| up 10
6. 2021/10/23 docetaxel ISRAEL Neutropenia | 2 A
REC3-068 107135 [ (Compar
ator)
Follow
CMUH109- BMS-2022-] up6 FRANCE Peritonitis F
1. 2022/5/7 docetaxel 2 A
REC3-068 037429 |[(compara ebrile neutropenia
tor)
Follow
CMUH109- BMS-2022-] upl
8. 2022/7/5 docetaxel ROMANIA Syncope | 2 A
REC3-068 071425 |[(compara
tor)
Follow
CMUH109- BMS-2022-] up2
9. 2022/7/5 docetaxel Romania Syncope 2 A
REC3-068 071425 |[(compara
tor)
Follow
CMUH109- BMS-2022-| up4 ROMANIA_ Syncope
10. 2022/7/5 docetaxel 2 A
REC3-068 071425 [(compara Neutropenia
tor)
Follow
CMUH109- BMS-2022-] Up6 ROMANIA_Syncope
11. 2022/7/5 docetaxel 2 A
REC3-068 071425 [(compara Neutropenia
tor)
Follow
CMUH109- BMS-2022-| Up3 GERMANY _Leukopen
12. 2022/7/9 docetaxel 2 A
REC3-068 073542 [(compara ia
tor)
Follow
CMUH109- BMS-2022-] Up4 GERMANY _Leukopen
13. 2022/7/9 docetaxel 2 A
REC3-068 073542 [(compara ia
tor)
Initial
CMUH109- BMS-2022- FRANCE_Neutropenia
14. 2022/7/14 (compara docetaxel 2 A
REC3-068 084325 ) _Diarrhoea
tor
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Follow
CMUH109- BMS-2022-
15. 2022/3/21 up 8 | nivolumab/placebo | CHINA Pneumonia 1 A
REC3-068 010869
(ROW)
JAPAN Interstitial
CMUH109- BMS-2022-| Initial lung
16. 2022/5/16 nivolumab/placebo 1 A
REC3-068 043074 | (ROW) disease_Pneumocystis
jirovecii pneumonia
JAPAN Interstitial
Follow
CMUH109- BMS-2022- lung
17. 2022/5/16 up 8 | nivolumab/placebo 1 A
REC3-068 043074 disease_Pneumocystis
(ROW)
jirovecii pneumonia
Follow Japan_Interstitial lung
CMUH109- BMS-2022-
18. 2022/5/16 up 9 | nivolumab/placebo | disease, Pneumocystis | 1 A
REC3-068 043074
(ROW) jirovecii pneumonia
Follow UNITED
CMUH109- BMS-2022-
19. 2022/6/13 up 1 | nivolumab/placebo | STATES Myocardial | 1 A
REC3-068 060687
(ROW) infarction
Follow UNITED
CMUH109- BMS-2022-
20. 2022/6/13 Up 3 | nivolumab/placebo [ STATES Myocardial | 1 A
REC3-068 060687
(ROW) infarction
CMUH109- BMS-2022-| Initial BRAZIL Urinary tract
21. 2022/7/3 nivolumab/placebo 2 A
REC3-068 069417 | (ROW) infection
CMUH109- BMS-2022-| Initial
22. 2022/7/5 nivolumab/placebo | ROMANIA_Syncope | 2 A
REC3-068 071425 | (ROW)
Follow
CMUH109- BMS-2022-
23. 2022/7/5 up 1 | nivolumab/placebo | ROMANIA_ Syncope | 2 A
REC3-068 071425
(ROW)
CMUH109- BMS-2022-| Initial GERMANY _Leukopen
24. 2022/7/9 nivolumab/placebo 2 A
REC3-068 073542 | (ROW) ia
Follow
CMUH109- BMS-2022- GERMANY _Leukopen
25. 2022/7/9 up 1 nivolumab/placebo 2 A
REC3-068 073542 ia
(ROW)
Follow
CMUH109- BMS-2022- GERMANY _Leukopen
26. 2022/7/9 up 2 | nivolumab/placebo 2 A
REC3-068 073542 ia
(ROW)
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Follow
CMUH109- BMS-2022- GERMANY _Leukopen
27. 2022/7/9 Up 3 | nivolumab/placebo 2 A
REC3-068 073542 ia
(ROW)
UNITED
CMUH109- BMS-2022-| Initial STATES Atrial
28. 2022/7/13 nivolumab/placebo 1 A
REC3-068 074729 | (ROW) fibrillation Left
ventricular dysfunction
UNITED
Follow STATES Atrial
CMUH109- BMS-2022-
29. 2022/7/13 up 1 | nivolumab/placebo fibrillation Left 2 A
REC3-068 074729
(ROW) ventricular
dysfunction
Follow
CMUH109- BMS-2022- Israel Immune-
30. 2022/7/13 up 2 | nivolumab/placebo 1 A
REC3-068 074993 mediated hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ISRAEL Immune-
31. 2022/7/13 up 3 | nivolumab/placebo 1 A
REC3-068 074993 mediated hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ISRAEL Immune-
32. 2022/7/13 Up4 | nivolumab/placebo 1 A
REC3-068 074993 mediated hepatitis
(ROW)
Follow
CMUH109- BMS-2022- ISRAEL Immune-
33. 2022/7/13 UpS5 | nivolumab/placebo 1 A
REC3-068 074993 mediated hepatitis
(ROW)
CMUH109- BMS-2022-| Initial
34. 2022/7/15 nivolumab/placebo |[BRAZIL Diverticulitis| 1 A
REC3-068 076188 | (ROW)
Follow
CMUH109- BMS-2022-
35. 2022/7/15 up 1 | nivolumab/placebo | BRAZIL Diverticulitis| 1 A
REC3-068 076188
(ROW)
Follow
CMUH109- BMS-2022-
36. 2022/7/15 up 2 | nivolumab/placebo | Brazil Diverticulitis 1 A
REC3-068 076188
(ROW)
Follow
CMUH109- BMS-2022-
37. 2022/7/15 Up3 | nivolumab/placebo | BRAZIL Diverticulitis| 1 A
REC3-068 076188
(ROW)
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CMUH109- BMS-2022-| Initial UNITED
38. 2022/7/21 nivolumab/placebo 2 A
REC3-068 079453 (ROW) STATESNeutropenia
Follow
CMUH109- BMS-2022- UNITED
39. 2022/7/21 up 1 | nivolumab/placebo 2 A
REC3-068 079453 STATES Neutropenia
(ROW)
CMUH109- BMS-2022-| Initial FRANCE Diabetes
40. 2022/7/22 nivolumab/placebo 2 A
REC3-068 082158 | (ROW) mellitus
CMUH109- BMS-2022-| Initial MEXICO Death Urina
41. 2022/7/29 nivolumab/placebo 1 A
REC3-068 083866 (ROW) ry tract infection
FRANCE Ventricular
CMUH109- BMS-2022-| Initial fibrillation_Cardiac
42. 2022/8/2 nivolumab/placebo 2 A
REC3-068 093115 (ROW) failure_Atrioventricular
block
CMUH108- LIFE THREATENING
43. 2022/8/16 | 3163624 | Initial RO7082859 2 A
REC3-034 NEUTROPENIA
CMUH109- Follow FATAL
44, 2022/4/19 | 3077890 RO7444835 L3 A
REC3-131 up 2 ARRHYTHMIA
CMUH109- Follow
45. 2022/4/19 | 3077890 RO7444835 HYPONATREMIA | 3,1 | A
REC3-131 up 3
CMUH109-
46. 2022/8/27 | 3171057 | Initial RO5541267 FATALDYSPNEA | 1,3 | A
REC3-131
CMUH109-
47. 2022/8/27 | 3171057 | Initial RO7092284 FATALDYSPNEA | 1,3 | A
REC3-131
ABT-263
CMUH109- 21P-217- | Follow | (NAVITOCLAX); COVID-19,
48. 2021/10/4 23. | A
REC3-111 4111322-00] Up (19) | RUXOLITINIB | Pulmonary embolism
(RUXOLITINIB)
ABT-263
CMUH109- 22P-129- | Follow [ (NAVITOCLAX);
49. 2022/5/22 Anemia 1.3. [ A
REC3-111 4407193-00( Up (1) RUXOLITINIB
(RUXOLITINIB)
CMUH109- BMS-2021- RELATLIMAB; MYOCARDITIS;
50. 2021/7/7 follow up .31 A
REC3-185 067049(8) NIVOLUMAB Myositis
CMUH109- 202207438 [follow up| 1) amivantamab | PLATELET COUNT
51. 2022/7/12 23 A
REC3-168 33(1) 1 2) LAZERTINIB DECREASED
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CMUH109- 202208000 1) amivantamab
52. 2022/7/26 initial NEUTROPENIA 23 A
REC3-168 44(0) 2) LAZERTINIB
CMUH109- 202208000 [follow up| 1) amivantamab
53. 2022/7/26 NEUTROPENIA 23 | A
REC3-168 44(1) 1 2) LAZERTINIB
CMUH109- 202208643 1) OSIMERTINIB | CEREBROVASCULA
o4, 2022/8/26 initial 1 A
REC3-168 38(0) 2) LAZERTINIB R EVENT
LUNG INFECTION
follow
SECONDARY TO
CMUH109- 202108477 up 1) amivantamab
55. 2021/8/22 COMMUNITY 23 A
REC3-168 08(12) |(downgra| 2) LAZERTINIB
ACQUIRED
de)
PNEUMONIA
1)PNEUMONITIS
CMUH109- 202109093 [follow up| 1) OSIMERTINIB | 2)LUNG INFECTION
56. 2021/9/4 13 A
REC3-168 84(4) 4 2) LAZERTINIB 3)HYPOTENSION
4PNEUMONIA
follow 1)PNEUMONITIS
CMUH109- 202109093 up 1) OSIMERTINIB | 2)LUNG INFECTION
57. 2021/9/4 13 A
REC3-168 84(9) |(downgra| 2) LAZERTINIB | 3)HYPOTENSION
de) 4PNEUMONIA
follow 1)PNEUMONITIS
CMUH109- 202109093 up 1) OSIMERTINIB | 2)LUNG INFECTION
58. 2021/9/4 13 A
REC3-168 84(10) [(downgra| 2) LAZERTINIB 3)HYPOTENSION
de) 4PNEUMONIA
1)PLEURAL
EFFUSION
2)PNEUMONIA DUE
TO COVID
follow
3)ASPARTATE
CMUH109- 202112462 up 1) OSIMERTINIB
59. 2021/12/16 AMINOTRANSFERA | 23 A
REC3-168 71(11) |(downgra| 2) LAZERTINIB
&) SE INCREASED
e
4)ALANINE
AMINOTRANSFERA
SE INCREASED
5)LDH INCREASED
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1)COLONIC
follow
PERFUSION
CMUH109- 202204314 up 1) amivantamab
60. 2022/4/5 2)VOMITING 2347 A
REC3-168 37(10) |(downgra| 2) LAZERTINIB
3)COLITIS
de)
4)DYSPNEA
follow
CMUH109- 202207438 up 1) amivantamab | PLATELET COUNT
61. 2022/7/12 23 A
REC3-168 33(2) |(downgra| 2) LAZERTINIB DECREASED
de)
Mexico_Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
gastrointestinal
CMUH109- BMS-2021-|follow up haemorrhage ,
62. 2021/8/29 docetaxel 1 A
REC3-068 097909 18 Gastrointestinal
necrosis, Scrotal
infection, Platelet count
decreased,
Gastrointestinal
inflammation
CMUH109- BMS-2022-|follow up GERMANY _Leukopen
63. 2022/7/9 docetaxel 2 A
REC3-068 073542 7 ia
CMUH109- BMS-2022- UNITED
64. 2022/7/21 initial docetaxel 2 A
REC3-068 079453 STATES_ Neutropenia
CMUH109- BMS-2021-|follow up
65. 2021/10/13 docetaxel ISRAEL Neutropenia | 2 A
REC3-068 107135 14
CMUH109- BMS-2022-|follow up
66. 2022/3/25 docetaxel SPAIN_Septic shock 2 A
REC3-068 013307 4
CMUH109- BMS-2022-|follow up
67. 2022/3/25 docetaxel SPAIN_Septic shock 2 A
REC3-068 013307 6
CMUH109- BMS-2022-|follow up FRANCE Peritonitis F
68. 2022/5/7 docetaxel 2 A
REC3-068 037429 11 ebrile neutropenia
CMUH109- BMS-2022-|follow up FRANCE Peritonitis F
69. 2022/5/7 docetaxel 2 A
REC3-068 037429 13 ebrile neutropenia
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CMUH109- BMS-2022-|follow up FRANCE Neutropenia
70. 2022/7/14 nivolumab/placebo 2 A
REC3-068 084325 3 _Diarrhoea
BRAZIL Guillain-
CMUH109- BMS-2021-|follow up
71. 2021/9/23 nivolumab/placebo |Barre syndrome Septic| 1 A
REC3-068 102039 14
shock
CMUH109- BMS-2021-|follow up
72. 2021/10/13 nivolumab/placebo | Israel Neutropenia 2 A
REC3-068 107135 15
CMUH109- BMS-2021-|follow up
73. 2021/10/13 nivolumab/placebo | ISRAEL Neutropenia | 2 A
REC3-068 107135 16
CMUH109- BMS-2022-|follow up
74, 2022/3/21 nivolumab/placebo [ CHINA Pneumonia 1 A
REC3-068 010869 10
CMUH109- BMS-2022-|follow up
75. 2022/3/21 nivolumab/placebo [ CHINA Pneumonia 1 A
REC3-068 010869 9
CMUH109- BMS-2022-|follow up BRAZIL Neuropathy
76. 2022/3/24 nivolumab/placebo 2 A
REC3-068 019716 7 peripheral
UNITED
CMUH109- BMS-2022-|follow up
77. 2022/6/13 nivolumab/placebo | STATES Myocardial | 1 A
REC3-068 060687 4
infarction
CMUH109- BMS-2022- Germany_Intestinal
78. 2022/7/6 initial | nivolumab/placebo 2 A
REC3-068 072719 ischaemia
GERMANY _Intestinal
CMUH109- BMS-2022-|follow up ischaemia_Multiple
79. 2022/7/6 nivolumab/placebo 2 A
REC3-068 072719 2 organ dysfunction
syndrome_Sepsis
GERMANY Intestinal
CMUH109- BMS-2022-|follow up ischaemia_Multiple
80. 2022/7/6 nivolumab/placebo 1 A
REC3-068 072719 3 organ dysfunction
syndrome_Sepsis
UNITED
CMUH109- BMS-2022-|follow up STATES_Atrial
81. 2022/7/13 nivolumab/placebo 2 A
REC3-068 074729 3 fibrillation Left
ventricular dysfunction
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UNITED
CMUH109- BMS-2022-|follow up STATES Atrial
82. 2022/7/13 nivolumab/placebo 2 A
REC3-068 074729 5 fibrillation Left
ventricular dysfunction
CMUH109- BMS-2022-|follow up ISRAEL Immune-
83. 2022/7/13 nivolumab/placebo 1 A
REC3-068 074993 7 mediated hepatitis
CMUH109- BMS-2022-|follow up
84. 2022/7/15 nivolumab/placebo | BRAZIL Diverticulitis| 1 A
REC3-068 076188 4
CMUH109- BMS-2022-|follow up
8b5. 2022/7/15 nivolumab/placebo [BRAZIL Diverticulitis| 1 A
REC3-068 076188 5
CMUH109- BMS-2022-|follow up
86. 2022/7/15 nivolumab/placebo | BRAZIL Diverticulitis| 1 A
REC3-068 076188 6
CMUH109- BMS-2022-|follow up MEXICO Death Urina
87. 2022/7/29 nivolumab/placebo 1 A
REC3-068 083866 3 ry tract infection
JAPAN Pneumonia
CMUH109- BMS-2022-|follow up
88. 2022/8/12 nivolumab/placebo | bacterial Coronavirus | 1 A
REC3-068 090576 2
infection
JAPAN_ Pneumonia
CMUH109- BMS-2022-|follow up
89. 2022/8/12 nivolumab/placebo | bacterial Coronavirus | 1 A
REC3-068 090576 3
infection
FRANCE_Ventricular
CMUH109- BMS-2022-|follow up fibrillation_Cardiac
90. 2022/8/2 nivolumab/placebo 2 A
REC3-068 093115 1 failure_Atrioventricular
block complete
FRANCE_Cardiac
CMUH109- BMS-2022-|follow up
91. 2022/8/2 nivolumab/placebo |failure, Atrioventricular| 2 A
REC3-068 093115 2
block complete
FRANCE Cardiac
CMUH109- BMS-2022-|follow up
92. 2022/8/2 nivolumab/placebo |failure_Atrioventricular| 2 A
REC3-068 093115 3
block complete
GERMANY Respirato
CMUH109- BMS-2022-|follow up
93. 2022/8/19 nivolumab/placebo ry failure_Large 1 A
REC3-068 094328 2

intestine perforation
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#1 ) MK-3475 Acute kidney injury
Study (Code not Hepatic failure
CMUH106- 1904USAO [Followup broken) Enterocolitis
94, 2019/4/15 1,3 A
REC3-121 09107 14 #2 ) PREDNISONE Anxiety
#3 ) METHADONE| Mental status changes
HCL Acute kidney injury
#1 ) MK-3475 Acute kidney injury
Study (Code not Hepatic failure
CMUH106- 1904USAO0 (Followup broken) Enterocolitis
95. 2019/4/15 3] A
REC3-121 09107 15 #2 ) PREDNISONE Anxiety
#3 ) METHADONE| Mental status changes
HCL Acute kidney injury
Pancytopenia
#1 ) MK-7339
[Pancytopenia]
(olaparib) Tablet
) Acute myocardial
CMUH108- 2202CHLO |Followup infarction [Acute
96. 2022/1/18 PEMBROLIZUMA 123 A
REC3-151 03088 16 myocardial infarction]
B (pembrolizumab)
Cytomegalovirus
Solution for
pneumonia [Pneumonia
injection
cytomegaloviral]
#1)
PEMBROLIZUMA
B (pembrolizumab)
Solution for
injection
#2)
GEMCITABINE GI bleed
CMUH108- 2206USAO0 [Followup
97. 2022/6/15 (7339 STUDY) [Gastrointestinal 1.3 A
REC3-151 06908 15
(gemcitabine) haemorrhage]
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)
Injection
111 # 10 * 20 p % 43 F > % 65 F
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CMUH108-
REC3-151

2022/6/3

2206ESP00
3502

Followup

9

#1)
PEMBROLIZUMA
B (pembrolizumab)

Solution for
injection

#2)

GEMCITABINE
(7339 STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATIN
(7339 STUDY)
(carboplatin)

Injection

Thrombotic
thrombocytopenic
purple [Thrombotic

thrombocytopenic

purpura]

1.3

99.

CMUH108-
REC3-058

2022/4/15

2205CHNO
00935

Followup
12

#1 ) MK-3475
Study (Code not
broken)

#2 ) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR
INJECTION
STUDY)
(Docetaxel)
Solution for
injection
#3 ) PREDNISONE
(PREDNISONE)
Tablet

Death of unknown
cause [Death]
Decreased appetite

[Decreased appetite]

1.3
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#1 ) MK-3475
Study (Code not
broken)
#2 ) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR Death of unknown
CMUH108- 2205CHNO [Followup INJECTION cause [Death]
100 2022/4/15 13 ] A
REC3-058 00935 13 STUDY) Decreased appetite
(Docetaxel) [Decreased appetite]
Solution for
injection
#3 ) PREDNISONE
(PREDNISONE)
Tablet
#1 ) MK-3475
Study (Code not
broken)
#2 ) DOCETAXEL
FOR JAPAN (3475
SOLUTION FOR Death of unknown
CMUH108- 2205CHNO |Followup INJECTION cause [Death]
101 2022/4/15 131 A
REC3-058 00935 14 STUDY) Decreased appetite
(Docetaxel) [Decreased appetite]
Solution for
injection
#3 ) PREDNISONE
(PREDNISONE)
Tablet
#1 ) Tafasitamab vs Worsening of
Placebo/Lenalidomi gastrointestinal
2022-
CMUH110- follow [de vs Placebo (Code bleeding
102 2022/5/2 {MOR00182 231 A
REC3-049 up 4 not broken) Shortness of breath
SMY #2 ) R-CHOP (R- Hypercalcemia
CHOP) N/A Acute kidney injury
111 # 10 * 20 p % 45 F > % 65 F
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#1 ) Tafasitamab vs
Placebo/Lenalidomi
2022-
CMUH110- follow [de vs Placebo (Code| Intestinal infection due
103 2022/7/9 [MOR00207 1 A
REC3-049 o up 2 not broken) to Clostridium difficile
9-
#2 ) R-CHOP (R-
CHOP) N/A
#1 ) Tafasitamab vs Sepsis
2022- Placebo/Lenalidomi| Respiratory failure
CMUH110- follow 1~
104 2022/5/19 [MORO00189 de vs Placebo Acute Kidney Injury A
REC3-049 up 4 3-4
0-AU #2 ) R-CHOP (R- Dehydration
CHOP) N/A Hyperglycaemia
#1 ) Tafasitamab vs |Small bowel infiltration
2022- Placebo/Lenalidomi perforation
CMUH110- follow
105 2022/5/2 |MORO00182 de vs Placebo Shortness of breath |2 ~3| A
REC3-049 up 5
8-MY #2 ) R-CHOP (R- Hypercalcemia
CHOP) N/A Acute kidney injury
#1 ) Tafasitamab vs
2022- Placebo/Lenalidomi
CMUH110-
106 2022/8/26 [MOR00223| Initial de vs Placebo Febrile Neutropenia 2 A
REC3-049
7-CA #2 ) R-CHOP (R-
CHOP) N/A
#1 ) Tafasitamab vs
2022- Placebo/Lenalidomi Sepsis
CMUH110- follow
107 2022/5/18 [MORO00188 de vs Placebo dyspnea 231 A
REC3-049 up 3
6-FR #2 ) R-CHOP (R- Inguinal pain
CHOP) N/A
#1 ) Tafasitamab vs
2022- Placebo/Lenalidomi FEBRILE
CMUHI110-
108 2022/8/30 |MOR00225| Initial de vs Placebo NEUTROPENIA 2 | A
REC3-049
0-DE #2 ) R-CHOP (R-
CHOP) N/A
111 # 10 * 20 p % 46 7 > % 65 |
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109

CMUH110-
REC3-049

2022/8/26

2022-
MORO00223
7-CA

up 1

follow

#1 ) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) R-CHOP (R-
CHOP) N/A

Febrile neutropenia due

to possible enteritis

110

CMUH110-
REC3-049

2022/8/26

2022-
MOR00223
7-CA

up 2

follow

#1 ) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) rituximab
(Rituximab) N/A
#3)
cyclophosphamide
(CYCLOPHOSPH
AMIDE) N/A
#4 ) doxorubicin
(DOXORUBICIN)
N/A
#5 ) vincristine
(VINCRISTINE)
N/A
#6 ) Prednisolone

(Prednisolone)

Febrile neutropenia due

to enteritis and oral

thrush

2~3
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111

CMUH110-
REC3-049

2022/8/30

2022-
MORO00225
0-DE

follow

up 1

#1 ) Tafasitamab vs
Placebo/Lenalidomi
de vs Placebo
#2 ) rituximab
(Rituximab) N/A
#3)
cyclophosphamide
(CYCLOPHOSPH
AMIDE) N/A
#4 ) doxorubicin
(DOXORUBICIN)
N/A
#5 ) vincristine
(VINCRISTINE)
N/A
#6 ) Prednisolone

(Prednisolone)

Gram-Negative Sepsis

in Neutropenia

112

CMUH110-
REC3-102

2022/7/13

2208KOR0
04854

Initial

#3)
LEUCOVORIN
(7902 STUDY)

(Leucovorin)
Injection
#4) 5-
FLUOROURACIL
(7902 STUDY) (5-
Fluorouracil)

Injection

Pneumonia

[Pneumonia]

1.23

111 = 10" 20 p
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Febrile Neutropenia
[Febrile neutropenia]
anemia [Anaemia]
#3 ) CISPLATIN Oral mucositis G3
(7902 STUDY) [Stomatitis]
(Cisplatin) Injection |platelet count decreased
CMUH110- 22061TA00 |Followup #4) 5- [Platelet count
113 2022/5/13 23| A
REC3-102 2759 11 FLUOROURACIL decreased]
(7902 STUDY) (5- Lung Infection
Fluorouracil) [Pneumonia]
Injection Lung Infection
[Pneumonia]
lung infection
[Pneumonia]
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
CMUH110- 2208KORO0 [Followup Injection Pneumonia
114 2022/7/13 123 A
REC3-102 04854 1 #4) 5- [Pneumonia]
FLUOROURACIL
(7902 STUDY) (5-
Fluorouracil)
Injection
111 # 10 * 20 p % 49 F > % 65 F
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#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
CMUH110- 2208KORO0 [Followup Pneumonia
115 2022/7/13 (7902 STUDY) 1.23] A
REC3-102 04854 2 [Pneumonia]
(Leucovorin)
Injection
#4)5-
FLUOROURACIL
(7902 STUDY) (5-
Fluorouracil)
Injection
CMUH109- 2022A3125 Blinded for 1,2,
116 2022/8/29 Initial Acute kidney injury A
REC3-160 35 Investigator 3
1,2,
35 4?
55
1.Acute kidney injury ;
CMUH109- 2022A3125 |follow up Blinded for 2.POTENTIAL HY'S .
117 2022/8/29 Impor| A
REC3-160 35 1 Investigator LAW (Drug-induced
tant
liver injury)
medic
al
event
ESOPHAGUS
CMUH109- 2022A1402 |follow up Blinded for
118 2022/4/1 CANCER BLEEDING| 1,3 | A
REC3-160 22 2 Investigator
(Tumour haemorrhage)
111 # 10 * 20 p % 50 F > % 65 F
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2,3,
1.Febrile neutropenia | 7:
2.White blood cell  |Impor
CMUH109- 2022A1797 |follow up Blinded for
119 2022/5/4 count decreased tant [ A
REC3-160 62 5 Investigator
3.Lymphocyte count [medic
decreased al
event
2,3,
7:
Impor
CMUH109- 2022A0554 |follow up Blinded for ESOPHAGITIS
120 2021/12/28 tant | A
REC3-160 28 3 Investigator (Oesophagitis)
medic
al
event
1.Acute kidney injury
2.Febrile neutropenia
3.UPPER GI
BLEEDING (Upper
CMUH109- 2022A2278 |follow up Blinded for gastrointestinal 1,2,
121 2022/6/18 A
REC3-160 97 1 Investigator haemorrhage) 3
4. Pulmonary
haemorrhage
5.Pancytopenia
6.Septic shock
111 # 10 * 20 p % 51 F > % 65 F
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122

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up

1

Blinded for

Investigator

1.Platelet count
decreased
2.SURGICAL
WOUND DESCENT
FROM THE
JEJUNOSTOMY
(Postoperative wound
complication)
3.White blood cell
count decreased
4 Neutrophil count
decreased
5.Lymphocyte count

decreased

2,3

123

CMUH109-
REC3-160

2022/2/25

2022A0922
62

follow up

1

Blinded for

Investigator

BILATERAL
STENOSIS OF THE
LARYNX (Laryngeal

stenosis)

2,3

124

CMUH109-
REC3-160

2022/5/30

2022A2127
89

follow up

3

Blinded for

Investigator

1.Radiation
oesophagitis
2 Neutropenia
3.Lymphocyte count

decreased

2,3

125

CMUH109-
REC3-160

2022/2/28

2022A1112
21

follow up

4

Blinded for

Investigator

1.Neutrophil count
decreased

2.Pancytopenia

2,3

111 = 10" 20 p
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126

CMUH109-
REC3-160

2021/10/10
85

2021A7702

follow up

3

Blinded for

Investigator

PERFORATION OF
UPPER
ESOPHAGEAL MAS
WITH EXTENSION
TO SOFT TISSUES
TOWARDS THE
RIGHT ANTERIOR
AND LEFT
POSTERIOR

(Oesophageal

perforation)

CERVICAL REGION.

S

2,3

127

CMUH109-
REC3-160

2022A2660
09

2022/7/20

follow up

2

Blinded for

Investigator

1.SURGICAL
WOUND DESCENT
FROM THE
JEJUNOSTOMY
(Postoperative wound
complication)
2.Lymphocyte count
decreased
3.Platelet count
decreased
4.White blood cell
count decreased
5.Neutrophil count
decreased

6.Pneumonia

2,3

128

CMUH109-
REC3-160

2022A1797
62

2022/5/4

follow up

6

Blinded for

Investigator

1.Febrile neutropenia
2.White blood cell
count decreased
3.Lymphocyte count

decreased

2,3,
7:
Impor
tant
medic
al

event
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129

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up

3

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased

3.Pneumonia

2,3

130

CMUH109-
REC3-160

2021/10/10

2021A7702
85

follow up

4

Blinded for

Investigator

PERFORATION OF
UPPER
ESOPHAGEAL MASS
WITH EXTENSION
TO SOFT TISSUES
TOWARDS THE
RIGHT ANTERIOR
AND LEFT
POSTERIOR
CERVICAL REGION.
(Oesophageal

perforation)

2,3

131

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up

4

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased

3.Pneumonia

2,3

111 = 10" 20 p




PRFRAFEHRFIRAY R
-~F-t-ER¥L-x3%4

A

Y=%384F ¢

%
£ R EE (L ®R)

kg a3

L P

% 2 HaF
2 S gL

SIS )

£

=

v 5

g

| d
=

7 nE 2

132

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up

5

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased
3.Pneumonia
4.JEJUNOSTOMY
OBSTRUCTION
(Gastrointestinal stoma

complication)

2,3

133

CMUH109-
REC3-160

2022/4/23

2022A1635
97

follow up

4

Blinded for

Investigator

1.Hyponatraemia
2.ASPIRATION
PNEUMONIA WITH
RESPIRATORY
FAILURE (Pneumonia
aspiration)
3.Upper airway

obstruction

1,3

134

CMUH109-
REC3-160

2021/9/6

2021A7175
75

follow up

3

Blinded for

Investigator

1.LUNG INFECTION
(Pneumonia)
2.ESOPHAGOBRONC
HIAL FISTULA
(Oesophagobronchial
fistula)

3. Pneumonitis

1,2,

135

CMUH109-
REC3-160

2021/11/7

2021A8010
62

follow up

5

Blinded for

Investigator

1.Hyponatraemia

2.Hypokalaemia

136

CMUH109-
REC3-160

2022/5/30

2022A2127
&9

follow up

4

Blinded for

Investigator

1.Radiation
oesophagitis
2.Neutropenia
3.Lymphocyte count

decreased

2,3
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CMUH109-
REC3-160

2022/4/1

2022A1402
22

follow up

3

Blinded for

Investigator

ESOPHAGUS
CANCER BLEEDING

(Tumour haemorrhage)

1.3

138

CMUH109-
REC3-160

2022/4/23

2022A1635
97

follow up

5

Blinded for

Investigator

1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia
3.Upper airway
obstruction
4.Acute respiratory
failure
5.Sepsis
6.Tracheo-oesophageal

fistula

1,3

139

CMUH109-
REC3-160

2022/4/23

2022A1635
97

follow up

6

Blinded for

Investigator

1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia
3.Upper airway
obstruction
4.Acute respiratory
failure
5.Sepsis
6.Tracheo-oesophageal

fistula

1,3

140

CMUH109-
REC3-160

2022/8/8

2022A2820
46

follow up

1

Blinded for

Investigator

Febrile neutropenia

1,2,
3,7
Impor
tant
medic
al

event
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PRFRAFEHRFIRAY R
-~F-t-ER¥L-x3%4

A

Y=%384F ¢

%
£ R EE (L ®R)

kg a3

L P

% 2 HaF
2 S gL

SIS )

£

=

v 5

g

| d
=

7 nE 2

141

CMUH109-
REC3-160

2022/7/20

2022A2660
09

follow up

6

Blinded for

Investigator

1.ABDOMINAL
WOUND
DEHISCENCE FROM
THE JEJUNOSTOMY
(Abdominal wound
dehiscence)
2.Platelet count
decreased
3.Pneumonia
4.JEJUNOSTOMY
OBSTRUCTION
(Gastrointestinal stoma

complication)

2,3

142

CMUH109-
REC3-160

2022/4/23

2022A1635
97

follow up

7

Blinded for

Investigator

1.ASPIRATION

PNEUMONIA
(Pneumonia aspiration)

2.Hyponatraemia

3.Upper airway
obstruction
4.Acute respiratory
failure
5.Sepsis

6.Tracheo-oesophageal

fistula

1,3

111 = 10" 20 p
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PERFORATION OF
UPPER
ESOPHAGEAL MASS
WITH EXTENSION
TO SOFT TISSUES
CMUH109- 2021A7702 |follow up Blinded for TOWARDS THE
143 2021/10/10 2,3 A
REC3-160 85 5 Investigator RIGHT ANTERIOR
AND LEFT
POSTERIOR
CERVICAL REGION.
(Oesophageal
perforation)
WORSENING
CMUH109- 2022A2980 Blinded for BLOOD BILIRUBIN | 1, 2,
144 2022/8/6 Initial A
REC3-160 70 Investigator INCREASED (Blood | 3
bilirubin increased)
CMUH109- 2022A2956 |follow up Blinded for
145 2022/8/22 Neutropenia 2,3 A
REC3-160 00 2 Investigator
1,2,
ACUTE UPPER 7:
GASTROINTESTINA |Impor
CMUH109- 2021A6984 |follow up Blinded for
146 2021/8/24 LHEMORRHAGE | tant [ A
REC3-160 12 4 Investigator
(Upper gastrointestinal |medic
haemorrhage) al
event
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1.ASPIRATION
PNEUMONIA
(Pneumonia aspiration)
2.Hyponatraemia
3.Upper airway
CMUH109- 2022A1635 |follow up Blinded for
147 2022/4/23 obstruction 1,3 A
REC3-160 97 8 Investigator
4.Acute respiratory
failure
5.Sepsis
6.Tracheo-oesophageal
fistula
WORSENING
CMUH109- 2022A2660 Blinded for BLOOD BILIRUBIN
148 2022/7/21 Initial 2,31 A
REC3-160 06 Investigator INCREASED (Blood
bilirubin increased)
15 2?
3,7:
Impor
CMUH109- 2022A2820|follow up Blinded for
149 2022/8/8 Febrile neutropenia | tant [ A
REC3-160 46 2 Investigator
medic
al
event
1.ESOPHAGOBRONC
HIAL FISTULA
(Oesophagobronchial
CMUH109- 2021A7175|follow up Blinded for 1,2,
150 2021/9/6 fistula) A
REC3-160 75 4 Investigator 3
2.LUNG INFECTION
(Pneumonia)
3.Pneumonitis
1,
IMMUNE 7:Imp
CMUH109- 2022A1973 |follow up Blinded for PNEUMONITIS |ortant
151 2022/5/4 A
REC3-160 16 1 Investigator (Immune-mediated | Medi
lung disease) cal
Event
111 # 10 * 20 p % 59 F > x 65 F
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1,2,
3,
7:Imp
CMUH109- 2022A2820 |follow up Blinded for
152 2022/8/8 Febrile neutropenia |ortant| A
REC3-160 46 3 Investigator
Medi
cal
Event
CMUH109- 2022A2023 |follow up Blinded for
153 2022/5/17 Myocardial infarction | 1,3 | A
REC3-160 69 2 Investigator
1.Acute kidney injury
2 Neutropenia
3.UPPER GI
BLEEDING (Upper
CMUH109- 2022A2278 |follow up Blinded for gastrointestinal 1,2,
154 2022/6/18 A
REC3-160 97 2 Investigator haemorrhage) 3
4. Pulmonary
haemorrhage
5.Pancytopenia
6.Septic shock
CMUH109- 2022A0922 |follow up Blinded for 1.0dynophagia
155 2022/2/28 2,3 A
REC3-160 51 3 Investigator 2.Malnutrition
1.Radiation
oesophagitis
CMUH109- 2022A2127 |follow up Blinded for
156 2022/5/30 2 .Lymphocyte count | 2,3 [ A
REC3-160 89 5 Investigator
decreased
3.Neutropenia
(k] FRPH -
®s HEHLUIFAFE
*%
B 5L > € Yo%l . FAPF
ERE =2
[ 2144 ]
1. CMUH110-REC3-237 EL R | *E%EP 4L Blinatumomab
*E MM LEEF 12022 & 17 1P 3 2022& 062 30F
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2. CMUH111-REC3-065 v AR | *E5%k ¥4 4 4L Bemarituzumab
*F PMIFLHEF 2021 F 47 29p 3 2022&# 6% 30 P
[##]
. *PhOF D AEG & 0 AMG 552 Protocol No. 20210098 _Part 2
3. CMUHI111-REC3-065 0 AR
Dose Level Review Decision - Part 1 (Dose Level 1a) Data
Review 15JUL2022
[##]
nE
| *Tphidsks BBz B TrL R 6 (IDMC) *
2022 & 27 16 P 2 ik TP W FTHET 0 EREF
B X ARG ARG5S A% R4 20 > AR
2022 &2 7 26 PATA-R B ek (T ERE
pos BTSRRI Y ) °
2. AEFEEHHETAZ AL DN ZhmE P X 2EFTR
2R o B RrA 272" 9 Signal
validation assessment i % fodF & 2B &2 {ATFH -
BT A AT
1) Subject: Signal validation assessment outcome for
‘neonatal death’  in RSV MAT-009 study and update on the
4, CMUHI110-REC3-017 R 2
ongoing safety investigations (07 September 2022)
RSV MAT-009 75 ¢ # fde = 554 cheif B sae 3¢
2022 & 7 % 8 P RTA Y (oA g
28 % ) # GSK & = = Bk HITR o
-GSK #3374 25+ = Bu L2 %HE % % 5 non-
validated - H 5 522 ®% ¢ 2 REE L 2o % FH e
AR bt 2 AERF AR B 6 Eep F
2B memo °
-GSK § fit it {7 e “preterm birth & 27 2 SLsk @ T
PoodE- A S A Y FARTE @r - A e {3
GER A A 2022 E 11 P F 43 I Y A5 B .
3. AF2ZATRRBHR VAT ELRFR AT ORI RO
HIFF o $2022# 70 8P iE o
[ =% 212404 ]
5. CMUHI109-REC3-068 FRIVAL | MR B &4 © Nivolumab

*%i‘ri§ﬁ%-gpﬁls:lllﬁlg4ﬂilll—f&7g3p
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Aw|  agmm | 0 T1Y
ERE =
Final nivolumab-dsur-executive-summary-04jul2021-to-
03jul2022
*E rMELHEF II0ET Y 4p 2 111 #7739
[EFC14335 DIL Dexa Galen]
*RA Dl o *p g 110#& 112 17 p
[B&Es 4]
6. CMUH106-REC3-031 gL
A 163 *p iyt 110 £ 07 % 06 p
[1i412p]
RA 13 *p 11L& 067 06 P
(5]
S
l. 29k sk kB2 &z T RL R € (IDMC) **
2022 # 2% 16 p 23k TP AFHET > BHRES
X FA G A BT Bt A2 ATA 20 0 AR
B3t 2022 £ 2 7 26 PAAT A ik (TR LRF T
PAE A RE TR Y ) ©
1) # ¥ 07Sep2022 IDMC i % ¢ # B (data cut-off
7. CMUHI110-REC3-017 U
date:01Jul2022):
o Based on the review of the provided data the IDMC
recommends: Continue the study according to the protocol and
related amendments
o Comments: All study participants and infants should be
followed, and data collected per protocol for outcomes and
safety/adverse event monitoring. There are NO new safety
concerns
(5]
"
8. CMUH110-REC3-026 e~ |1 AFAEp ER SRS PF-06882961 2022 IB Annual
Review Memo 17-Aug-2022;
2. BEAFL LR A L F7C3421019 Version 3.0, 20Jan2022
[ 2244 ]
% &Y L4 NIVOLUMAB
*E rMARL R 12021 870 4p 320222878 3P
9. CMUH105-REC3-121 o 18k

Nivolumab-DSUR (Executive Summary) (04-Jul-2021-to-03-
Jul-2022) Investigator Safety Alert Report 30-AUG-2022 Etmf
*E rMAFLWEF 12022 & 1% 4p 32022272 3P
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Aw|  agmm | 0 T1Y
AR
20220901_6MLL (04JAN2022 to 03JUL2022) Investigator
Safety Alert Report eTMF
(2% 24472 ]
10. | CMUH107-REC3-078 Wi¥ | *F%EFS Lf 1 GANTENERUMAB
*g 2MARLHRF 120222 13 p 3202280 127
(2% 2par ]
11. | CMUH110-REC3-065 Wie | *FHEFS L GANTENERUMAB
*g 2MARLHRE 12022 &2 13 p 3202280 127
"LATH A A L]
12. | CMUH105-REC3-048 F¥L T | KA ! Investigator's Brochure Version 21
*p #p 12022 07 % 01 p"
(e 2pdp]
13. | CMUHI109-REC3-111 ELR | *REH%ES L Navitoclax
*E rMAFLEHREF 12022 & 17 15p 32022870 1409
(e 2pdp]
14. | CMUH106-REC3-081 T8k | *RE%EP LA Ipatasertib
*E PMAFLHREF 1202222 9p 3 2022&# 8% 8P
(E
M
l. *fek Rk eRbEBRERELE ¢ (IDMC) **
2022 # 20 16 p 2 bk TP W FRET 0 RREL
Pk FAR T 2B phE A R ATA 252 o AR
B3t 2022 F 2 07 26 pAsA-w iR ik (Tindt %éfé—?{»}’z
PR L RE TR AT ) ©
15. | CMUH110-REC3-017 R
2 AELARRAKTEEAERARLE R EOR
FIF o TA2022 & 70 8 i e
3. A&k HE L AT % 2 F 3 (Data lock point: 05
September 2022) i F ¥ E o wiEF FA 0 FAAeT
1) Subject: Update on Clinical Data from RSV MAT-009 and
RSV MAT-012 Studies in Pregnant Women (23 September
2022)
(e iR ]
a. SSR_guselkumab Blinded 13Jan2022-12Jul2022
16. | CMUH109-REC3-115 FL R | 2% EPH 4 Guselkumab

*E rMEAFLGYF I EO0 Y 13p 2 111 E07 7 12
P b.DSUR_guselkumab Blinded 13Jul2021-12Jul2022
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*R % # 4 ¢  Guselkumab
*E pMAFLHEF 1I0& 7Y 13p32 111&072 12p
(2% 24472 ]
*3F % ¥ 4 ¢4 Nanatinostat
* 2MARLHRF 12021 #47 28 p 3 2021 & 10 ¥ 26
p
* 2MARLHRF 12021 & 107 27 p 2 2022 & 4% 26
17. | CMUH110-REC3-209 ELE ;
[iRo® FWFX 2 {4742 ]
*# % F 4 ¢ * Nanatinostat
*E rMAFL R 2020 % 10 7 28 p 2 2021 & 10 * 27
p
[2h= 2132 ]
18. | CMUH107-REC3-103 2 ?E,fﬁ *R% B ¢ ¢ Osimertinib
*E AMFLYPF 10 117 13p2 110# 057 12
[ DSMB j&-3% i 4]
AlexIMp030-IC-Recommendation-20211008
AlexIMp030-IC-Recommendation-20220429
19. | CMUH107-REC3-161 G (e 2idis ]
SSR Blinded RO5541267 ATEZOLIZUMAB 18-MAY-2021-
17-NOV-2021
SSR Blinded RO5541267 ATEZOLIZUMAB 18-NOV-2021-
17-MAY-2022
[FF=>%&F2 0 25]
e 3% Tk 3R B 3E £ 207811 (TH HBV VV-031 HBS-001)
20. | CMUH109-REC3-078 # = = | Report Body 01 (01-Sep-2022) 1 % Yk :#5%4F & & < &
207811 (TH HBV VV-031 HBS-001) Report Synopsis 01 (01-
Sep-2022)
[ % 2134 ]
21. | CMUH108-REC3-150 Fo R | 2% EPH 4 Upadacitinib(ABT-494)
*E pMAFLHF ML ELY 1pI IL1E8Y 15p
[REs i1 5]
*5 A 1 M19-708 RE: Update on Azacitidine USPI and SmPC
22. | CMUHI109-REC3-013 ¥4 % | on contraceptive use in females with reproductive potential for

Investigators with subjects enrolled in protocol M19-708

(VIALE-M): Randomized, Double-blind, 2-Arm, Multicenter,

111 = 10" 20 p
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FANF

Phase 3 Study of Venetoclax and Oral Azacitidine Versus Oral
Azacitidine as Maintenance Therapy for Patients with Acute
Myeloid Leukemia in First Remission After Conventional

Chemotherapy, 14 September 2022

23. | CMUHI110-REC3-017

X
M

(2]

hE

1. ATk iEs%k S BRI BT R R ¢ (IDMC) * 2022 & 2
P16 P 2k B WEHMKET 0 RRESEST AR ES
FFEEFL Gl E A R ATA 5252 AR 2022 £2 2 26

AR fed (T E R AR SRR
2. AEZ GBI S IFEE IMEE2 A4 GSK AR B-AF 1L Z
12

BEZZAAEAN-2F 0 (AHS L FAFI AL Ay
ApRE) v B BRE Y B R uiphl2 £ ¢ (INDSR & SUSAR) »
FAPGEFEAR o HE TR 0 FEAAeT !

(1) INDSR Multiple Follow-up GSK3888550A-BIO RSV MAT 55
batched cases_Initial-Follow-up 04 Oct 2022

3. AEHREX 2P AL o & RSVMAT-009 #3 ¢ > %3]
VR EAY o BREF L DS AARKR G FH A PN A%
HRR)F 125 27w L% © ig 5 5k ipt 3 T HHO7 PILE
P 2EE  RETH o AT

(1) Subject: RSV MAT-009: Preliminary Safety Risk Assessment and
Update on Ongoing Investigations Associated with Preterm Birth
Signal (05 October 2022)

4 ARZFVERHRVELTERFFRLT ORI FOREL T

Foo» I3 2022 # 7 % 8 pilif o

[AR] R H -
EFRNFEPFAFLTERM)
%~ TREFRiR(%)
FRE - dcg (19@304)
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