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5 % 2 ML |
CISPLATIN/ NEUTROPENIA WITH
CMUH107- 2021A3855 [follow up
1. 2021/4/29 GEMCITABIN FEVER (Febrile 2, 3| A
REC3-139 05 3
E neutropenia)
CISPLATIN/ | NEUTROPENIA WITH
CMUH107- 2021A3855 |follow up
2. 2021/4/27 GEMCITABIN FEVER (Febrile 2, 31 A
REC3-139 05 4
E neutropenia)
CISPLATIN/ KIDNEY ACUTE
CMUH107- 2021A0278 |follow up
3. 2021/2/1 GEMCITABIN | FAILURE (Acute kidney | 1,3 | A
REC3-139 21 6
E injury)
2,3,
7:Imp
CISPLATIN/
CMUH107- 2020SE548 | follow up 1.Thrombocytopenia  |ortant
4. 2020/4/19 GEMCITABIN A
REC3-139 67 7 2.FEVER (Pyrexia) Medi
E
cal
Event
1.LIVER FUNCTION
DISORDER (Hepatic
2,3,
function abnormal)
7:Imp
CISPLATIN/ 2.RENAL FUNCTION
CMUH107- 2019SE473 |follow up ortant
5. 2019/3/23 GEMCITABIN DISORDER A
REC3-139 19 10 Medi
E (DISRUPTION OF |
ca
KIDNEY FUNCTION)
Event
(Renal impairment)
3.NAUSEA
2,3,
4,
1.Febrile neutropenia
DURVALUMA 7:Imp
CMUH107- 2020SE625 [follow up 2.CONFIRMED
6. 2020/5/8 B/ ortant| A
REC3-139 11 13 COVID-19
CISPLATIN Medi
3.Pneumothorax
cal
Event
CISPLATIN/ | NEUTROPENIA WITH
CMUH107- 2021A3855 |follow up
7. 2021/4/27 GEMCITABIN FEVER (Febrile 2,3, A
REC3-139 05 5
E neutropenia)
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DURVALUMA ABSOLUTE
CMUH107- 2020SF196 [follow up B/ NEUTROPHIL COUNT
8. 2020/9/16 2 A
REC3-139 71 3 GEMCITABIN | DECREASED (Neutrophil
E count decreased)
DURVALUMA
CMUH107- 2019SF441 |follow up B/ PULMONARY EDEMA
9. 2019/10/8 2,3 A
REC3-139 85 2 TREMELIMU (Pulmonary oedema)
MAB
2,3,
45
CISPLATIN/ 1.Myocardial infarction |7:Imp
CMUH107- 2020SF574 |follow up
10. 2020/11/24 GEMCITABIN | 2.MASSIVE EMBOLISM |ortant| A
REC3-139 43 3
E (Embolism) Medi
cal
Event
21P-083-41| Follow Pulmonary 2~
11. [ CMUH110- | 2021/10/16 Risankizumab A
83614-00 | up 05 thromboembolism 3-4
REC3-033
1. »
CMUH110- 21P-007-39| Follow
12. 2021/5/10 Risankizumab | COVID-19 pneumonia | = A
REC3-032 10143-00 | up 15
death
#1 ) MK-7339
(olaparib) Tablet
#2)
Immune mediated
CMUH108- 2202DEUO |Followup | PEMBROLIZU
13. 2022/1/17 mucositis oral [Stomatitis] | 1.3 A
REC3-151 05363 8 MAB
Sepsis [Sepsis]
(pembrolizumab
) Solution for
injection
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#1 ) MK-7339 Pancytopenia
(olaparib) Tablet [Pancytopenia]
#2) Acute myocardial
CMUH108- 2202CHLO [Followup | PEMBROLIZU infarction [Acute
14. 2022/1/18 123 A
REC3-151 03088 11 MAB myocardial infarction]
(pembrolizumab Cytomegalovirus
) Solution for | pneumonia [Pneumonia
injection cytomegaloviral]
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
CMUH108- 2205ESP00 |Followup E (7339 Respiratory insufficiency
15. 2022/4/28 23| A
REC3-151 0762 2 STUDY) [Respiratory failure]
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for | Pneumonia [Pneumonia]
injection Anxiety [Anxiety]
#2) Lower respiratory tract
CARBOPLATI infection [Lower
CMUH108- 2102IRLOO |Followup N (7339 respiratory tract infection]
16. 2021/2/6 131 A
REC3-151 4051 7 STUDY) Pulmonary embolism
(carboplatin) [Pulmonary embolism]
Injection Lower respiratory tract
#3) infection [Lower
GEMCITABIN | respiratory tract infection]
E (7339
STUDY)
(gemcitabine)
Injection
#1 ) MK-7339 Pancytopenia
(olaparib) Tablet [Pancytopenia]
#2) Acute myocardial
CMUH108- 2202CHLO |Followup| PEMBROLIZU infarction [Acute
17. 2022/1/18 1.23] A
REC3-151 03088 12 MAB myocardial infarction]
(pembrolizumab Cytomegalovirus
) Solution for | pneumonia [Pneumonia
injection cytomegaloviral]
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection Respiratory insufficiency
#2) secondary a pulmonar
GEMCITABIN toxicity [Pulmonary
CMUH108- 2205ESP00 [Followup E (7339 toxicity]
18. 2022/4/25 23| A
REC3-151 0762 3 STUDY) Respiratory insufficiency
(gemcitabine) secondary a pulmonar
Injection toxicity [Respiratory
#3) failure]
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection Respiratory insufficiency
#2) secondary a pulmonar
GEMCITABIN toxicity [Pulmonary
CMUH108- 2205ESPO00 [Followup E (7339 toxicity]
19. 2022/4/25 23| A
REC3-151 0762 4 STUDY) Respiratory insufficiency
(gemcitabine) secondary a pulmonar
Injection toxicity [Respiratory
#3) failure]
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#1 ) MK-3475
Study (Code not
broken) Unknown cause of death
#2) [Death]
CMUH108- 2110CHNO |Followup| DOCETAXEL | Decreased platelet count
20. 2021/10/4 123 A
REC3-058 09013 10 FOR JAPAN | [Platelet count decreased]
(3475 Cerebral hemorrhage
SOLUTION [Cerebral haemorrhage]
FOR
INJECTION
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CMUH108-
REC3-058

2022/2/27

2203CHNO

00422 14

Followup

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet

septicopyemia [Sepsis]
Multiple organ dysfunction
sysdrome [Multiple organ

dysfunction syndrome]

23

22.

CMUH108-
REC3-058

2022/2/27

2203CHNO

00422 15

Followup

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet

septicopyemia [Sepsis]
Multiple organ dysfunction
sysdrome [Multiple organ

dysfunction syndrome]

23
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#1 ) MK-3475
Study (Code not
broken) Unknown cause of death
#2) [Death]
CMUH108- 2110CHNO |Followup| DOCETAXEL | Decreased platelet count
23. 2021/10/4 123 A
REC3-058 09013 11 FOR JAPAN | [Platelet count decreased]
(3475 Cerebral hemorrhage
SOLUTION [Cerebral haemorrhage]
FOR
INJECTION
#1 ) MK-3475
Study (Code not
broken) Unknown cause of death
#2) [Death]
CMUH108- 2110CHNO |Followup| DOCETAXEL | Decreased platelet count
24. 2021/10/4 123 A
REC3-058 09013 12 FOR JAPAN | [Platelet count decreased]
(3475 Cerebral hemorrhage
SOLUTION [Cerebral haemorrhage]
FOR
INJECTION
#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN septicopyemia [Sepsis]
CMUH108- 2203CHNO [Followup (3475 Multiple organ dysfunction
25. 2022/2/27 23| A
REC3-058 00422 16 SOLUTION | sysdrome [Multiple organ
FOR dysfunction syndrome]
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet
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#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN septicopyemia [Sepsis]
CMUH108- 2203CHNO |Followup (3475 Multiple organ dysfunction
26. 2022/2/27 2.3 A
REC3-058 00422 17 SOLUTION | sysdrome [Multiple organ
FOR dysfunction syndrome]
INJECTION
#3)
PREDNISONE
(PREDNISONE
) Tablet
follow
1) amivantamab
CMUH109- 202204499 up
217. 2022/4/16 2) DISPNEA 2 A
REC3-168 59(3) (downgra
LAZERTINIB
de)
1)
CMUH109- 202205138 OSIMERTINIB [ DRUG INDUCED LIVER
28. 2022/5/6 Initia 2 A
REC3-168 08(0) 2) INJURY
LAZERTINIB
follow 1) 1)SARS COV-2 IGM
CMUH109- 202203085 up OSIMERTINIB POSITIVE
29. 2022/2/28 2,341 A
REC3-168 38(12) |(downgra 2) 2)INTERSTITIAL LUNG
de) LAZERTINIB DISEASE
follow
1) amivantamab
CMUH109- 202204499 up
30. 2022/4/16 2) DISPNEA 2 A
REC3-168 59(4) (downgra
LAZERTINIB
de)
follow
1) amivantamab
CMUH109- 202204499 up
31. 2022/4/16 2) DISPNEA 2 A
REC3-168 59(5) (downgra
&) LAZERTINIB
e
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1)
CMUH109- 202205138 [follow up| OSIMERTINIB | DRUG INDUCED LIVER
32. 2022/5/6 2 A
REC3-168 08(2) 2 2) INJURY
LAZERTINIB
LUNG INFECTION
follow
1) amivantamab SECONDARY TO
CMUH109- 202108477 up
33. 2021/8/22 2) COMMUNITY 2,3 A
REC3-168 08(10) |(downgra
0 LAZERTINIB ACQUIRED
e
PNEUMONIA
1)INTERSTITIAL
PNEUMONIA
1) amivantamab
CMUH109- 202205596 2)HEART FAILURE
34. 2022/5/26 Initia 2) 23| A
REC3-168 19(0) 3)PNEUMOTHORAX
LAZERTINIB
4)CEREBRAL
THROMBOSIS
1)PULMONARY
THROMBOEMBOLISM
2)CANCER PAIN
follow 1)
3)GLUTEAL MUSCLE
CMUH109- 202112356 up OSIMERTINIB
35. 2021/12/12 TEAR L3 ] A
REC3-168 71(11)  |(downgra 2)
4)PERICARDIAL
de) LAZERTINIB
EFFUSION WORSENING
OF PERICARDIAL
EFFUSION
follow 1)
CMUH109- 202112669 up OSIMERTINIB
36. 2021/12/30 PNEUMONITIS 2,3 A
REC3-168 28(8) |(downgra 2)
de) LAZERTINIB
CMUH109-
37. 2022/4/6 3079555 Initial RO7444835 DEATH 1 A
REC3-131
CMUH109-
38. 2022/3/23 | 3061029 | Initial RO7444835 FATAL PNEUMONITIS 1 A
REC3-131
CMUH109- Follow
39. 2022/4/19 | 3077890 RO7444835 | FATALARRHYTHMIA | 1,3 [ A
REC3-131 up 1
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Respiratory failure
#1 ) MK-3475 [Respiratory failure]
Study Platelet count decreased
CMUH108- 2105TWNO |follow up
40. 2021/5/23 #2) [Platelet count decreased] |2.3.7 A
REC3-098 05880 26
ENZALUTAMI SEPSIS [Sepsis]
DE Infective endocarditis
[Endocarditis]
Respiratory failure
#1 ) MK-3475 [Respiratory failure]
Study Platelet count decreased
CMUH108- 2105TWNO |follow up
41. 2021/5/23 #2) [Platelet count decreased] [2.3.7| A
REC3-098 05880 27
ENZALUTAMI SEPSIS [Sepsis]
DE Infective endocarditis
[Endocarditis]
#1 ) MK-7902
Study (Code not
CMUH-108- 2105CHNO [Followup broken)
42. 2021/4/12 Cachexia 1,3 A
REC3-051 01647 6 #2)
PEMBROLIZU
MAB
#1 ) MK-7902
Study (Code not
CMUH-108- 2105CHNO [Followup broken)
43. 2021/4/12 Cachexia 13 ] A
REC3-051 01647 7 #2)
PEMBROLIZU
MAB
111 # 06 * 30 p % 35 F % 47T |
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44,

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup

7

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

Acute kidney injury [Acute
kidney injury]

Pneumonia [Pneumonia]

1.3

45.

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup
8

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

Acute kidney injury [Acute
kidney injury]

Pneumonia [Pneumonia]

1.3

46.

CMUH108-
REC3-098

2022/2/2

2202ITA00
1416

Followup
8

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

Edema [Oedema]
Malignant Neoplasm
Progression [Malignant

neoplasm progression]|

1.4.7
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47.

CMUH108-
REC3-098

2022/2/2

2202ITA00
1416

Followup

9

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

Edema [Oedema]
Malignant Neoplasm
Progression [Malignant

neoplasm progression]

1.4.7

48.

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup
9

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

Acute kidney injury [Acute
kidney injury]

Pneumonia [Pneumonia]

1.3

49.

CMUH108-
REC3-098

2022/2/2

2202ITA00
1416

Followup
10

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

Edema [Oedema]
Malignant Neoplasm
Progression [Malignant

neoplasm progression]|

1.4.7
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50.

CMUH108-
REC3-098

2022/2/25

2203TURO
01999

Followup

10

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

Acute kidney injury [Acute
kidney injury]

Pneumonia [Pneumonia]

1.3

51.

CMUH108-
REC3-098

2020/5/17

2005ARGO
06907

Followup
27

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

Hepatic failure [Hepatic
failure]
SEPTIC SHOCK [Septic
shock]
HYPOKALEMIA
[Hypokalaemia]

1.3

52.

CMUH108-
REC3-098

2021/12/4

2201GBRO
01650

Initial

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

worsening dyspnea

[Dyspnoea]

1.3
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#1 ) MK-3475
Study (Code not
broken)
#2) Edema [Oedema]
CMUH108- 22021TA00 |Followup | ENZALUTAMI Malignant Neoplasm
53. 2022/2/2 147 A
REC3-098 1416 11 DE (3475 Progression [Malignant
SOLUTION neoplasm progression]
FOR
INJECTION
STUDY)
#1 ) MK-3475
Study (Code not
broken) Hepatic failure [Hepatic
#2) failure]
CMUH108- 2005ARGO |Followup| ENZALUTAMI | SEPTIC SHOCK [Septic
54, 2020/5/17 1.3 A
REC3-098 06907 28 DE (3475 shock]
SOLUTION HYPOKALEMIA
FOR [Hypokalaemia]
INJECTION
STUDY)
#1 ) MK-3475
Study (Code not
broken)
#2)
Acute kidney injury [Acute
CMUH108- 2203TURO [Followup | ENZALUTAMI
55. 2022/2/25 kidney injury] 1.3 A
REC3-098 01999 11 DE (3475
Pneumonia [Pneumonia]
SOLUTION
FOR
INJECTION
STUDY)

111 %= 06 * 30 p




6@?# §%ﬁ&§hpiaﬂi

A -

- ERY-

=3 h ¢

R
EX

E¥=%51H0 ¢
() R5R)

AL TN

AR
2 sk

23

=3

&

T ot HE 5L

-

A

£

56.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup

7

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic
stroke]
suspected clinical
progression [Disease

progression]

1.23

57.

CMUH110-
REC3-102

2022/3/5

2204RUSO
06881

Followup

2

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Lymphocyte count
decreased [Lymphocyte

count decreased]

58.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup

8

#3)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic
stroke]
Clinical progression

[Disease progression]

1.23
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59.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup

9

#3)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic
stroke]
Clinical progression

[Disease progression]

1.23

60.

CMUH110-
REC3-102

2022/3/5

2204RUSO
06881

Followup

3

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Lymphocyte count
decreased [Lymphocyte

count decreased]

61.

CMUH110-
REC3-102

2022/3/29

2204RUSO
02174

Followup

10

#3)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

ishemic stroke [Ischaemic
stroke]
Clinical progression

[Disease progression]

1.23
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62.

CMUH110-
REC3-102

2022/3/5

2204RUSO
06881 4

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#3)
LEUCOVORIN
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Lymphocyte count
worsening [ Lymphocyte

count abnormal]
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin) Lymphocyte count
CMUH110- 2204RUSO [Followup Injection decrease worsening
63. 2022/3/5 2 A
REC3-102 06881 5 #3) [Lymphocyte count
LEUCOVORIN decreased]
(7902 STUDY)
(Leucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
Mirzotamab
CMUH109- 22P-163-43 |follow up 1. Small bowel obstruction
64. 2022/3/14 clezutoclax 2,3 A
REC3-001 19041-00 7 2. Hypoxia
(ABBV-155)
Mirzotamab
CMUH109- 22P-163-43 |follow up 1. Pneumonitis 1,2,
65. 2022/4/24 clezutoclax A
REC3-001 71361-00 2 2.Thromboembolic event | 3
(ABBV-155)
% o
B ¥ * ¢ Sl ‘ ERE
ERE
(2= 2144 ]
1. | CMUH105-REC3-093 SRVAL | *REk E S 4L 1 MK-3475 Pembrolizumab
*E rMHIFLLYRE 2021 9% 4p T 2022F 37 3
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F-t-ERF-IFEEREE(C R
+%
BB 6 %R : FHENE
AR
(2]
*PoF D ARFh SUSAR2 i Initial & FUL_ #5005 4 ffa s
bf{)f;‘a A AFRpER o
2. | CMUH108-REC3-132 RER }_‘h‘_?ﬂ?% Y%L : PBF-16812022-0009 -
2.7 & PBF-1681 °
344 p g ¢ Initial 2022/1/21 ; FUL_2022/1/19 -
4.3 37 p & : Initial 2022/1/29 ; FU1 2022/2/18 -
[z % 24472 ]
3. | CMUH109-REC3-185 G S| *E%F 4 4L 0 RELATLIMAB (BMS-986016)
*E AMFLYPF II0E9T 13 p 3 111&E3 2 120p
[2= 2142 ]
4, | CMUHI108-REC3-155 G S| REREL L4 CS1003
DML HREF 12021 &# 37 22p 3 2022%&3% 21p
[##]
s | TR F RERRRFFTALIES (GRY R aRP)
5. | CMUH109-REC3-172 e
< 4 5% & ! Final Investigator-HA-IRB letter for countries_version
4, 11Mar22
[ Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs) ]
6. | CMUH110-REC3-001 gL
*iES% E P LA T INJ-63723283 (cetrelimab)
*E rMFLHFI0£9 Y 2p 2 1ML E3 T 1 p
(2% 242474 ]
7. | CMUH109-REC3-092 I | *E% 4 L4 BYL719 SUSAR listing
*E rMFLHFI0&£10 1 p 32 111 &3 31 p
(2% 242474 ]
8. | CMUHI110-REC3-195 B | Rk E S LA GSK3228836
*E 2MAFLHREF 12021 & 11 1p32022&47 300p
(2]
R RERRAG TR LA S GELY 2 G awm)
9. | CMUHI108-REC3-058 3 VAL
< % 4% A~ [ Final Investigator-HA-IRB letter for countries_version
4, 11Mar22
(EE RIS
MOR208 6 Monthly BLINDED SUSAR Line Listing
10, CMUH110-REC3-049 ELR

*:x5% % 1 £ 4 MOR208
*% pMAFLHEF 110107 19p 2 111247 18 p
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11; CMUH110-REC3-017

\;1\
M

(2]
RE

lLATRAkEsh R REH: 3T REL R € (IDMC) »* 2022 &
20 16 P2 i3k TR FTHET  RHRES 2L L A
R SER GlehS Ao kR 2002 & 20 18 P AS A
BATRE L 0 o (i O SRR A IR i
FHEa) e
2. # ¥ RSVPreF3 vaccine + NaCl (RSV
Maternal), GSK3888550A 2 = #f % > {+4F < » W HF ®F 5
01Nov2021 % 30Apr2022 -

1) PSRI from 01 Nov 2021 to 30 Apr 2022 - RSVpref3 RSV
Maternal (Nacl) 18 May 2022
3.4 iE L A2 % 2 F 3 (Data lock point: 02 May 2022) #
FERRE 4T

1) Update on Clinical Data from RSV MAT-009 and RSV
MAT-012 Studies in Pregnant Women (17 May 2022)
4.4 3% 7%.2022/01/22 & 2022/05/24 % B {3 enf® h % > 2 4F
Lo RBIEARZPPFEGRTADE AL 2F ) 0
aggregate INDSR (dated:03-March-2022) * & ZAp B 4 47 F
Lo 302022 £4 8 8 pAERHE-AZY MG EE F 2 R4
SRR S (;’@\émbﬁ RFAFLFRE HATIM) £
Lt ARkl 2§ 2 (SUSAR) - & A 38 (73

#
&S
w
FS
b
i
=1
\v
;x

1) Aggregate IND Safety Report (INDSR) — RSV recombinant
(pre-fusion F protein; CHO cells) vaccine for RSV Maternal
Immunization (MAT) (03 MAR2022)

2) Batch IND Safety Report (INDSR) Investigator Notification
(05-May-2022)

50%2 @ EE 2R éj‘F?“i,% RFEEFRL AT

PEE AR LY R

12| CMUH110-REC3-062

i
=
o

[ = 214 ]
*i&% # 4 ¢4 © Deucravacitinib (BMS-986165)
*EAMWLYF 110£92 23p 3 111 &3 22

13] CMUH110-REC3-032

[ % 2442 ]
*#o% E 4 A Risankizumab
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* 2MAFLHRF 1202197 26 p 2 2022 & 30 2507
[ 2iap4 ]

14 CMUH110-REC3-033 ¥ iz | *3E%E P L Risankizumab
* 2MAFLHREF 1202197 26 p 2 2022 &3 % 250
(ST EIEIEE LD
1. SSR_JNJ-67652000 Blinded 23Sep2021-22Mar2022
*R B ¥ LA 0 CINJ-67652000 (niraparib/Abiraterone acetate
fixed-dose combination)

15 CMUH109-REC3-145 I8 & *E rMHFLPREF CII0E9 Y 23 p 2 111 &3 2 220P
2.DSUR _JNJ-67652000 Blinded 23Mar2021-22Mar2022
% B L 0 CINJ-67652000 (niraparib/Abiraterone acetate
fixed-dose combination)
*E rMHIFLPEF CII0E3 Y 23 p 2 111 &332 220P
[DSMB /&3 i 5]

16/ CMUH108-REC3-083 ¥ooiE | FASRE 2P 2020 4# 10 7 22 p
¥k R p g 12021 & 03 % 10 B
(k%L 4% 2]

17| CMUH107-REC3-045 3 a4 | *5K4A : Version 1.0
*pd 111 & 03 % 11p
(2% 242474 ]

18] CMUH109-REC3-021 Rt | ¥4 LA Selpercatinib (LY3527723)
g rMAFL R 12021 & 10 1p 3 2022 & 3% 30F
(2% 242474 ]
*#% &Y ¢4 Durvalumab

19] CMUH107-REC3-139 RoVAE | FE RMHFLYPF I110&E T 13 P TIILELY 12P
*Eo% F 4 4L 0 Tremelimumab
*E rMFLYF II0ET Y I3p2 1ML ET1T Y 12P
[ 23+ 2447+ BLL]

20/ CMUHI107-REC3-122 Fha | *#%EH 540 Filgotinib
*E rMAFLGF III0E9 Y 24p 3 111 &3 23 p
(2% 242474 ]

21| CMUH109-REC3-131 Rt | W% ES LA Tiragolumab
*E >MHAFLHEF 2021 F 107 22 p 2 2021 F 4% 21 B

22| CMUH106-REC3-081 X4 & (o 2ede]

*Hk & LA Ipatasertib
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FoL-EREC A3 A REHC PR
+i
B L 3 1 g FEP G

*E rMAFLWEF 12021 8 9P 3 2022& 2% 8P
[ %9° il 50f3 &)

23] CMUHI09-REC3-177 | 3 ,
¥R S pHp 111 & 04 % 24 p
(e 2pdp ]
ks F 24 0 LY3410738

24| CMUHI109-REC3-188 FL )
*E rMHFLPEF II0ET Y 29p 32 111 &1 2 28p
*E 2MAFLHF 109 72 29 p 2 110& 7 " 28 B
(EETEE ST

25| CMUHI0T-REC3-175 | swp s | © v rt &4 Durvalumab

) - - g

*E rMHFLPHEF CII0ET Y I3p2110&7 7 129
*E rMHFLPEF CII0ET Y I3 P2 IILET? 12P
(e 2pdp]
*E% E P A Tocilizumab

26] CMUHI108-REC3-034 FLR | rMHIFLYPREF 12021 #10% 11 p 3 2022F 47 10FP
*#% E Y ¢4 Obinutuzumab
*E rMAEL R 12021 & 112 1 p 3202247 300P
(e 2pdp]

27 CMUH109-REC3-081 2 Rw | *FE%ES L4 Tiragolumab
g rMAFLERF 12021 & 107 22 p 2 2021 # 4% 21 p
(e 2pdp]

28| CMUH105-REC3-093 SEOVAL | Bk E S L 4L 1 MK-3475 Pembrolizumab
*E rMHAFL W 2021 F 9% 4p 3 2022F 3% 3

(3R] FRHE -

i

E 8 TEEER)

4

FHPEFTRMR)

R~ #cE (20 B 00 A )
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