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111 # 01 * 13 p % 28 7 57 |




ﬂmg% ﬁﬁwxgr iiﬂiﬁg% $LLR €

— Pt ERF-XBLHEREE(C RR)
B2 M3 EH ML EE F AR B 7 H,j{:@’ﬁv (mHSPC) & —“Ff » P
Capivasertib + Abiraterone #p &>t % & #| + Abiraterone f »c&? & > 4

(CAPItello-281)

\

FE. 4,
* € %%, | CMUHI109-REC3-104(SAE-2) FHe g | L g
PEIFL ARG AT LER PEAET R | R
-—HEESZHFR R AR T ERERESR > $#3 3 PTEN 44248
g g |HEFTEEBLER FRE LT LR (mHSPO) & F 0
' s Capivasertib + Abiraterone #p #*t% & + Abiraterone cvfy 3082 % > |4
(CAPItello-281)

=~ Y RA RS D4R

% 1 (R5B1-7)
17v= 2% 4 & 3_;5;;;@;};3 A APt ;};3 AP PE R 4.8 2 A A MR B disability
Sk 3 e 6.7 (EALE (A G T T ¢ (A

=2 L (RE AD)
AP FEFFEFBEH X 2P RACTR 53R L I DERT I H 2
FoFY R A%k

B X PR (R L
~EeEMEL B APY v ot 3 ALE 2 25|
5 § Y L | Wl T
#1 ) MK-3475
Study (Code not
broken)
#2)
Decreased platelet count
DOCETAXEL
CMUH108- 2110CHNO [Platelet count decreased]
1. 2021/10/8 Initial FOR JAPAN 231 A
REC3-058 09013 Cerebral hemorrhage
(3475
[Cerebral haemorrhage]
SOLUTION
FOR
INJECTION
STUDY)
111 # 01 * 13 p % 29 F > x 57 F
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B-t-#R%- «k%ﬁﬁ@*ﬁ&(l*’ﬁ)
B X AR (AR L
A€ S| B2 P Vo E TE P Tk TR
5L % 2 ML 5|
#1 ) MK-3475
Study (Code not
broken)
#2)
Decreased platelet count
DOCETAXEL
CMUH108- 2110CHNO |Followup [Platelet count decreased]
2. 2021/10/8 FOR JAPAN 23| A
REC3-058 09013 | Cerebral hemorrhage
(3475
[Cerebral haemorrhage]
SOLUTION
FOR
INJECTION
STUDY)
#1 ) MK-3475
Study (Code not
broken) Hepatic failure [Hepatic
#2) failure]
CMUH108- 2005ARGO |Followup| ENZALUTAMI | SEPTIC SHOCK [Septic
3. 2020/5/17 1.3 A
REC3-098 06907 22 DE (3475 shock]
SOLUTION HYPOKALEMIA
FOR [Hypokalaemia]
INJECTION
STUDY)
#1 ) MK-3475
Study (Code not
broken) Hepatic failure [Hepatic
#2) failure]
CMUH108- 2005ARGO |Followup| ENZALUTAMI | SEPTIC SHOCK [Septic
4. 2020/5/17 1.3 A
REC3-098 06907 23 DE (3475 shock]
SOLUTION HYPOKALEMIA
FOR [Hypokalaemia]
INJECTION
STUDY)
111 # 01 * 13 p % 30 F % 57 |
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#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2008POLO1|Followup| ENZALUTAMI | Drug-induced Liver Iniury
5. 2020/8/18 1.3 A
REC3-098 0953 17 DE (3475 [Drug-induced liver injury]
SOLUTION
FOR
INJECTION
STUDY)
#1 ) MK-3475
Study (Code not
broken)
#2)
CMUH108- 2008POLO1|Followup| ENZALUTAMI | Drug-induced Liver Iniury
6. 2020/8/18 1.3 A
REC3-098 0953 18 DE (3475 [Drug-induced liver injury]
SOLUTION
FOR
INJECTION
STUDY)
Respiratory failure
#1 ) MK-3475
[Respiratory failure]
Study
CMUH108- 2105TWNO [follow up Platelet count decreased
7. 2021/5/23 #2) 2371 A
REC3-098 05880 18 [Platelet count decreased]
ENZALUTAMI
Infective endocarditis
DE
[Endocarditis]
Respiratory failure
#1 ) MK-3475
[Respiratory failure]
Study
CMUH108- 2105TWNO |follow up Infective endocarditis
8. 2021/5/23 #2) 2371 A
REC3-098 05880 19 [Endocarditis]
ENZALUTAMI
Platelet count decreased
DE
[Platelet count decreased]
111 # 01 * 13 p % 31 % 57 |
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5 % 2 ML |
Respiratory failure
#1 ) MK-3475
[Respiratory failure]
Study
CMUH108- 2105TWNO |follow up Infective endocarditis
9. 2021/5/23 #2) 2371 A
REC3-098 05880 20 [Endocarditis]
ENZALUTAMI
Platelet count decreased
DE
[Platelet count decreased]
1) PNEUMONITIS
CMUH109- 202109093 [Followup| LAZERTINIB LUNG INFECTION
10. 2021/09/04 1,3 ] A
REC3-168 84(4) 4 2) HYPOTENSION
OSIMERTINIB PNEUMONIA
N GASTRITIS
PLEURAL EFFUSION
AMIVANTAM
CMUH109- 202110504 [Followup HYPOCALCEMIA
11. 2021/10/23 AB 1,23 A
REC3-168 74(2) 2 2 HYPONATREMIA
PARALYTIC ILEUS
LAZERTINIB
RESPIRATORY FAILURE
1y
AMIVANTAM
CMUH109- 202111560 PULMONARY
12. 2021/11/17 Initial AB 231 A
REC3-168 15(0) ) EMBOLISM
2
LAZERTINIB
CMUH110- 21P-007-39
13. 2020/5/10 1 Risankizumab [ COVID-19 pneumonia 1 A
REC3-032 10143-00

111 # 01 * 13 p
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14.

CMUH108-
REC3-151

2020/9/23

2009ESPO1
1455 1

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Myocarditis [Myocarditis]
Myositis [Myositis]

23

111 # 01 * 13 p
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15.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046 3

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23
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16.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046 4

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23

111 # 01 * 13 p
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17.

CMUH108-
REC3-151

2021/11/3

2111CANO
04045 1

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Respiratory failure

[Respiratory failure]

1.3

111 # 01 * 13 p
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18.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046 5

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23

111 # 01 * 13 p
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19.

CMUH108-
REC3-151

2020/9/23

2009ESPO1
1455 2

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Myocarditis [Myocarditis]
Myositis [Myositis]

23

111 # 01 * 13 p
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20.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046 6

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23
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21.

CMUH108-
REC3-151

2021/10/8

2110USA0
03501 2

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

thrombocytopenia with
bleed [Haemorrhage]
thrombocytopenia with

bleed [Thrombocytopenia]

1.3

111 # 01 * 13 p
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22.

CMUH108-
REC3-151

2021/10/8

2110USA0
03501

3

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN

Followup E (7339

STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

malignant neoplasm
progression [Malignant

neoplasm progression]|

1.3

111 # 01 * 13 p
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F-L-ER%- X3 EREEC 2R
B X AR (AR L
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g | A 25 | Wl o
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
Other Serious Criteria:
#2)
Medically Significant
GEMCITABIN
generalized muscle
CMUH108- 2105CHLO [Followup E (7339
23. 2021/4/27 weakness under the study [2.3.7 A
REC3-151 04463 9 STUDY)
[Muscular weakness]
(gemcitabine)
Thrombocytopenia
Injection
[Thrombocytopenia)]
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection

111 # 01 * 13 p
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24.

CMUH108-
REC3-151

2021/11/3

2111CANO
04045

2

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN

Followup E (7339

STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Respiratory failure

[Respiratory failure]

1.3

111 # 01 * 13 p
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B X 2 PAR(RL
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
CMUH108- 2009ESPO1 |Followup E (7339 Myocarditis [Myocarditis]
25. 2020/9/23 231 A
REC3-151 1455 3 STUDY) Myositis [Myositis]
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
Respiratory failure
#1 ) MK-3475
[Respiratory failure]
Study
CMUH108- 2105TWNO [follow up Infective endocarditis
26. 2021/5/23 #2) 2371 A
REC3-098 05880 21 [Endocarditis]
ENZALUTAMI
Platelet count decreased
DE
[Platelet count decreased]
Respiratory failure
#1 ) MK-3475 [Respiratory failure]
Study Infective endocarditis
CMUH108- 2105TWNO |follow up
217. 2021/5/23 #2) [Endocarditis] 2371 A
REC3-098 05880 22
ENZALUTAMI | Platelet count decreased
DE [Platelet count decreased]
sepsis [Sepsis]
CMUH110- Follow
28. 2021/8/28 | 2903386 Gantenerumab BRAIN SWELLING 23| A
REC3-065 up 1
CMUH110- Follow
29. 2021/8/28 | 2903386 Gantenerumab HYDROCEPHALUS 2,3 A
REC3-065 up 2

111 # 01 * 13 p
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B RN i )
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Gantenerumab
CMUH107- Follow
30. 2021/126 | 2761094 FLORBETABE | PRESENCE OF ARIA-E | 23 | A
REC3-078 up 4
N (18F)
Gantenerumab
CMUH107- Follow
31. 2021/1/26 | 2761094 FLORBETABE | PRESENCE OF ARIA-E | 2,3 A
REC3-078 up 5
N (18F)
1,2,
37 49
1.Ileus paralytic .
2.Colorectal cancer '
CMUH108- 2020SE68S5 [follow up| Blinded for Impor
32. 2020/3/3 3.Pneumonia aspiration A
REC3-107 05 12 Investigator tant
4.Sepsis
medic
5.Pancreatitis acute
al
event
DISEASE
DURVALUMA
CMUH106- 2021A5410 PROGRESSION
33. 2021/6/1 FU4 B/ 1 A
REC3-122 29 (Non-small cell lung
PEMETREXED
cancer)
111 # 01 * 13 p % 45 F > % 57 |
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34.

CMUH108-
REC3-151

2021/11/3

2111CANO
04045

3

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

pneumonia [Pneumonia]

1.3

35.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

19

Followup

#1 ) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

hemolytic anemia

[Haemolytic anaemia]

23

36.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

20

Followup

#1 ) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

hemolytic anemia

[Haemolytic anaemia]

23

111 # 01 * 13 p
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37.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046

7

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23

38.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

21

Followup

#1 ) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

hemolytic anemia

[Haemolytic anaemia]

23

111 # 01 * 13 p
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39.

CMUH108-
REC3-151

2021/4/27

2105CHLO
04463

10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN

Followup E (7339

STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

generalized muscle

[Muscular weakness]
Thrombocytopenia
[Thrombocytopenia]

weakness under the study

2.3.7

111 # 01 * 13 p
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40.

CMUH108-
REC3-151

2021/10/15

2110COLO
06046

8

Followup

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pancytopenia

[Pancytopenia]

23

41.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

22

Followup

#1 ) MK-7339
(olaparib) Tablet
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

hemolytic anemia

[Haemolytic anaemia]

23

111 # 01 * 13 p
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
CMUH108- 2110COLO |Followup E (7339 Pancytopenia
42. 2021/10/15 231 A
REC3-151 06046 9 STUDY) [Pancytopenia]
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
CMUH108- 2009ESPO1 |Followup Myositis [Myositis]

43. 2020/9/23 2.3 A
REC3-151 1455 4 Myocarditis [Myocarditis]
CMUH109- PNEUMONIA

44, 2021/6/21 | 2857609 | Initial Durvalumab 131 A
REC3-131 RESPIRATORY FAILURE
CMUH108- Follow INFUSION RELATED

45. 2021/4/6 | 2806543 Obinutuzumab 2 A
REC3-034 up 1 REACTION

TUMOR LYSIS
CMUH108- Glofitamab SINDROME
46. 2021/8/21 | 2897123 | Initial 2,7 A
REC3-034 Obinutuzumab | CYTOKINE RELEASE
SYNDROME
TUMOR LYSIS
Glofitamab
CMUH108- Follow SINDROME
47. 2021/8/21 | 2897123 Obinutuzumab 2,7 A
REC3-034 up 2 CYTOKINE RELEASE
Tocilizumab
SYNDROME
CMUH108- Follow Glofitamab CYTOKINE RELEASE

48. 2021/9/20 | 2918208 2 A

REC3-034 up 1 Obinutuzumab SYNDROME
111 # 01 * 13 p % 50 % 57 |
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CMUH108- Glofitamab CYTOKINE RELEASE
49. 2021/9/20 | 2918208 | Initial 2 A
REC3-034 Obinutuzumab SYNDROME
CMUH109- BMS-2021-|follow up Korea
50. 2021/4/19 DOCETAXEL A
REC3-068 038176 8 Republic_Pneumonitis
CMUH109- BMS-2021-|follow up Korea
51. 2021/4/19 DOCETAXEL A
REC3-068 038176 9 Republic_Pneumonitis
CMUH109- BMS-2021-|follow up Brazil COVID-19,
52. 2021/7/23 DOCETAXEL A
REC3-068 074434 7 Neutropenia, Diarrhoea
CMUH109- BMS-2021-|follow up Brazil COVID-19,
53. 2021/7/23 DOCETAXEL A
REC3-068 074434 8 Neutropenia, Diarrhoea
Mexico_Lower
gastrointestinal
CMUH109- BMS-2021-|follow up
54, 2021/9/25 DOCETAXEL haemorrhage, Upper 2 A
REC3-068 097909 1
gastrointestinal
haemorrhage
Mexico_Multiple organ
dysfunction syndrome,
Platelet count decreased,
Lower gastrointestinal
haemorrhage, Upper
CMUH109- BMS-2021-|follow up
55. 2021/8/29 DOCETAXEL gastrointestinal A
REC3-068 097909 6
haemorrhage,
Gastrointestinal necrosis,
Scrotal infection,
Gastrointestinal
inflammation
United
Kingdom Immune-mediat
CMUH109- BMS-2021-|follow up| DOCETAXEL/
56. 2021/2/4 ed myocarditis, A
REC3-068 011889 9 NIVOLUMAB
Hyperbilirubinaemia,
Thrombocytopenia
Korea
CMUH109- BMS-2021-|follow up| DOCETAXEL/
57. 2021/4/19 Republic_Pneumonia, A
REC3-068 038176 10 NIVOLUMAB
Pneumonitis

111 # 01 * 13 p
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CMUH109- BMS-2021-|follow up| DOCETAXEL/ Brazil COVID-19,
58. 2021/7/23 A
REC3-068 074434 3 NIVOLUMAB | Neutropenia, Diarrhoea
CMUH109- BMS-2021-|follow up| DOCETAXEL/ Brazil COVID-19,
59. 2021/7/23 A
REC3-068 074434 4 NIVOLUMAB | Neutropenia, Diarrhoea
CMUH109- BMS-2021-|follow up| DOCETAXEL/ Brazil COVID-19,
60. 2021/7/23 A
REC3-068 074434 5 NIVOLUMAB | Neutropenia, Diarrhoea
CMUH109- BMS-2021-|follow up| DOCETAXEL/ Brazil COVID-19,
61. 2021/7/23 A
REC3-068 074434 6 NIVOLUMAB | Neutropenia, Diarrhoea
Mexico_Lower
gastrointestinal
haemorrhage, Upper
gastrointestinal
CMUH109- BMS-2021-|follow up| DOCETAXEL/
62. 2021/9/15 haemorrhage, 2 A
REC3-068 097909 3 NIVOLUMAB
Gastrointestinal necrosis,
Scrotal infection,
Gastrointestinal
inflammation
Mexico_Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
gastrointestinal
CMUH109- BMS-2021-|follow up| DOCETAXEL/
63. 2021/8/29 haemorrhage, A
REC3-068 097909 4 NIVOLUMAB
Gastrointestinal necrosis,
Scrotal infection,
Gastrointestinal
inflammation, Platelet
count decreased
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Mexico Multiple organ
dysfunction syndrome,
Platelet count decreased,
Lower gastrointestinal
haemorrhage, Upper
CMUH109- BMS-2021-|follow up| DOCETAXEL/
64. 2021/8/29 gastrointestinal 1 A
REC3-068 097909 5 NIVOLUMAB
haemorrhage,
Gastrointestinal necrosis,
Scrotal infection,
Gastrointestinal
inflammation,
CMUH109- BMS-2021-|follow up| DOCETAXEL/ | Brazil Guillain-Barre
65. 2021/9/23 1| A
REC3-068 102039 4 NIVOLUMAB syndrome
CMUH109- BMS-2021-|follow up| DOCETAXEL/ | Brazil Guillain-Barre
66. 2021/9/23 1| A
REC3-068 102039 5 NIVOLUMAB syndrome
CMUH109- BMS-2021-|follow up| DOCETAXEL/ | Brazil Guillain-Barre
67. 2021/9/23 1 A
REC3-068 102039 7 NIVOLUMAB syndrome
CMUH109- BMS-2021- DOCETAXEL/ United States Death,
68. 2021/10/6 initial 1 A
REC3-068 104262 NIVOLUMAB Pulmonary embolism
CMUH109- BMS-2021-|follow up| DOCETAXEL/ United States_Death,
69. 2021/10/6 1 A
REC3-068 104262 1 NIVOLUMAB Pulmonary embolism
Argentina_Gastroenteritis,
CMUH109- BMS-2021-|follow up| DOCETAXEL/ Sepsis, Febrile
70. 2021/10/16 1 A
REC3-068 109297 1 NIVOLUMARB | neutropenia, Acute kidney
injury
CMUH109- BMS-2021-|follow up| DOCETAXEL/
71. 2021/10/28 France_Sepsis 2 A
REC3-068 114932 3 NIVOLUMAB
CMUH109- BMS-2021-|follow up| DOCETAXEL/
72. 2021/10/28 France Death, Sepsis 1 A
REC3-068 114932 4 NIVOLUMAB
France General physical
CMUH109- BMS-2021-|follow up| DOCETAXEL/
73. 2021/10/28 health deterioration, 2 A
REC3-068 114932 2 NIVOLUMAB
Myocarditis
CMUH109- BMS-2021-|follow up| DOCETAXEL/
74. 2021/10/28 France Death Sepsis 1 A
REC3-068 114932 5 NIVOLUMAB
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75. | CMUH110- | 2021/10/1 BMS-2021-Jfollowup TINIB; Intestinal perforation 23 | A
107007 2
REC3-163 APREMILAST
[A&] B 24H -
s FHEELEHREEE
oF ,
253 * ¢ % el FEP G
[z =% 2144 ]
1. | CMUHI08-REC3-051 | 3k -“#% ki e MK-79(,)2 .
THIRLHRFI2021 & 027 13 p 1 2021 & 08
112 p
[z =% 2144 ]
) *R% E P AL MK-3475 Pembrolizumab
2. | CMUHI106-REC3-121 R . )
DHIFLHF2021 #0332 04p I 2021 & 09
103 p
[H&]
E
B =3 4R A€.2021/10/13 3 2021/12/06 F B o 3] e ¢
% 2MFEL o ¢ 7 20 SUSAR 2 | i» PSRI
1. SUSAR Case No. KR2021174325 % = =X if B¥3F
2 > 3% E i (desaturation)2_ 5F %] 5 it 0 3REHKR P O
A FFA KPR T Bk A AP
3. | CMUHI10-REC3-017 | £%% % | 2. SUSAR Case No. US2021197238 % = =X i i3k 2
3% % 2 (Decreased fetal movement ~ Oligohydramnios)
RN G R sk A FA KPR T 8
B e
¥ oh 4 3% 3R 5% % £ (RSVPreF3 vaccine + NaCl vs
Placebo)z % > 4F 4 > L F ® F 5 01May2021
2 310ct2021 - ##5 % 3+ 2_ benefit-risk profile 3 4% 3§
A AT B e
(2= 2142 ]
4. | CMUHI10-REC3-032 | % izi¥ | *3#% %4 {4 * Risankizumab
* MMIFLWEF 2021 &£ 03 % 26 3 2021 & 09
111 & 01 13 p % 54 F % 57 F
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CMUH110-REC3-033

(2% 2pap ]

*R% # 4 LA Risankizumab

*g MMEIFLHEF 12020 09 % 26 p 3 2021 & 03
125 ¢

CMUHI110-REC3-001

[z 2w ]

RS E S LA INJ-63723283 (cetrelimab)

X pMAFLPEF 1102037 2p 3 110 E 09 *
1 p

*DSUR#FZ #H R 1109 # 09 * 2p 3 110#& 09 *
1 p

CMUH105-REC3-096

LKA

[z % 21244 ]

*5% ¥ 4L Darolutamide (ODM-201)

g 2MIFLHREF 201907 % 01 p 3 2019 & 09
730 p

¥ A 1 010ct2019

* 2MIFLHREF 2019 107 01 p 3 2019 & 12
P31

*a A 1 09Jan2020

g pMAFL R 2020 01 % 01 p 3 2020 & 03
P31

*R A T 15Apr2020

g 2MAFL PR 2020 04 7 01 p 3 2020 & 06
T30 p

*pRok 1 21Jul2020

* 2MAFL PR 2020 07 F 01 p 3 2020 & 09
T30 p

* A 1 160ct2020

*g ML HEF 12020F 10 7 01 p F 2020 & 12
131

*a & 1 20Jan2021

*g pMARAEHRE 12021 & 01 7 01 p % 2021 &
03 % 31¢p

*pR ok D 12Apr2021

*g pMARAEH R 12021 & 04 7 01 p % 2021 &
06 " 30 p
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o 1 19Jul2021

*E > IFLHEF 22021 £ 07 % 01 p % 2021 &
09 7 30 p

*o i 1 070ct2021

8. | CMUH109-REC3-145

I8 &

[z 2w ]

1. SSR_JNJ-67652000 Blinded 23Mar2021-22Sep2021
*25% # 4 4L CINJ-67652000 (niraparib/Abiraterone
acetate fixed-dose combination)
*E rMAFLYREF 110#£ 037 23 p 3 110 & 09
522 0p

9. | CMUHI109-REC3-021

(8% 2pp2]

*:22% ¥4 L AL ¢ Selpercatinib (LY3527723)

ko pMAR A HPRYI2021 # 03 % 31 P 3 2021 # 09
130 p

10. | CMUH109-REC3-110

EH

CEREE L ED
R A 1V
P 110 10 % 05 B

11. | CMUH108-REC3-083

[z % 2p4F4]

*R5% ¥ 4L ¢ Etrasimod 2mg/ tablet

g pMIFLHPREF 110£ 072 01 p 2 110 & 09
130 p

*E rMAFLHEF 109 E 080 31 p 3 110 & 08
130 p

12. | CMUH110-REC3-049

T
11_
Bt

[z =% 2144 ]
MORO00208 DSUR No.09
*R5% F P AL ¢ Tafasitamab (MOR208C310)
* PMFLPEFI109F 102 19p 3 110 & 10
718 p

[SUSAR % blid 37 5 P # 2]
1.2021-MORO001257-TW_FU1
2.2021-MORO001398-TW_FU1

(3R] FaPHE -

FHFEFEFLR0EE)
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