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HOSPITALIZATION IN
DU-176b
PEDIATRIC ICU DUE TO
CMUH107- (EDOXABAN 2,3,7:
1. 2018/4/26 [DSU-2018-| FU1 PULMONARY A
REC1-020 TOSILATE) IME
117767 BLEEDING [Pulmonary
Tablet
haemorrhage]
HOSPITALIZATION IN
DU-176b
PEDIATRIC ICU DUE TO
CMUH107- (EDOXABAN 2,3,7:
2. 2018/4/26 |DSU-2018-| FU2 PULMONARY A
REC1-020 TOSILATE) IME
117767 BLEEDING [Pulmonary
Tablet
haemorrhage]
HOSPITALIZATION IN
DU-176b
PEDIATRIC ICU DUE TO
CMUH107- (EDOXABAN 2,3,7:
3. 2018/4/25 |DSU-2018-] FUS PULMONARY A
REC1-020 TOSILATE) IME
117767 BLEEDING [Pulmonary
Tablet
haemorrhage]
HOSPITALIZATION IN
DU-176b
PEDIATRIC ICU DUE TO
CMUH107- (EDOXABAN 2,3,7:
4, 2018/4/26 |DSU-2018-| FU3 PULMONARY A
REC1-020 TOSILATE) IME
117767 BLEEDING [Pulmonary
Tablet
haemorrhage]
HOSPITALIZATION IN
DU-176b
PEDIATRIC ICU DUE TO
CMUH107- (EDOXABAN 2,3,7:
5. 2018/4/26 [DSU-2018-| FU4 PULMONARY A
REC1-020 TOSILATE) IME
117767 BLEEDING [Pulmonary
Tablet
haemorrhage]
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HOSPITALIZATION IN
PEDIATRIC ICU DUE TO
DU-176b PULMONARY
CMUH107- DSU-2018- (EDOXABAN | BLEEDING [Pulmonary |2,3,7:
6. 2019/4/25 FU6 A
RECI1-020 117767 TOSILATE) | haemorrhage] pulmonary | IME
Tablet embolism [Pulmonary
embolism] Division of
joint LT [Joint surgery]
#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
anemia [Anaemia)]
STUDY)
Febrile neutropenia
(pemetrexed)
CMUH103- 1512BRAO |Followup [Febrile neutropenia]
7. 2015/11/6 Intravenous 23 | A
REC1-123 07876 6 Pseudomembranous colitis
infusion
[Pseudomembranous
#2)
colitis]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
CMUH108- 2020US041 ASP2215/
8. 2020/11/24 Initial Pneumonia 2 A
REC1-144 699 IDARUBICIN
CMUH108- 2020US041 |follow up| ASP2215/
9. 2020/11/24 Pneumonia 2 A
REC1-144 699 1 IDARUBICIN
CMUH108- 2020US041 |follow up| ASP2215/
10. 2020/11/24 Pneumonia 1 A
REC1-144 699 2 IDARUBICIN
CMUH108- 2020US041 |follow up| ASP2215/
11. 2020/11/24 Pneumonia 1 A
RECI1-144 699 3 IDARUBICIN
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
ventricular tachycardia
CMUH108- 2011CHNO |Followup #2)
12. 2020/11/17 [Ventricular tachycardia] | 2.3 | A
REC1-059 14656 3 PEMBROLIZU
liver injury [Liver injury]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib
mesylate)
ventricular tachycardia
Capsule
[Ventricular tachycardia]
CMUH108- 2011CHNO |Followup #2)
13. 2020/11/17 liver injury [Liver injury] | 2.3 A
RECI1-059 14656 4 PEMBROLIZU
Lung infection
MAB
[Pneumonia]
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib
ventricular tachycardia
mesylate)
[Ventricular tachycardia]
Capsule
liver injury [Liver injury]
CMUH108- 2011CHNO |Followup #2)
14, 2020/11/17 Lung infection 2.3
RECI1-059 14656 5 PEMBROLIZU
[Pneumonia]
MAB
Active bleeding
(pembrolizumab
[Haemorrhage]
) Solution for
injection
% 3B Fx M F
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#1 ) MK-7902
(lenvatinib
Active bleeding
mesylate)
[Haemorrhage]
Capsule
ventricular tachycardia
CMUH108- 2011CHNO |Followup #2)
15. 2020/11/17 [Ventricular tachycardia] |1.2.3]| A
REC1-059 14656 6 PEMBROLIZU
liver injury [Liver injury]
MAB
Lung infection
(pembrolizumab
[Pneumonia]
) Solution for
injection
#1)
PACLITAXEL | Other Serious Criteria:
(7902 STUDY) | Medically Significant
(paclitaxel) |febrile neutropenia [Febrile
CMUH108- 2012GBRO Injection neutropenia]
16. 2020/12/8 Initial 2371 A
REC1-059 05277 #2) upper gastrointestinal
CARBOPLATI haemorrhage [Upper
N (7902 gastrointestinal
STUDY)(carbop haemorrhage]
latin) Injection
#1 ) MK-7902
(lenvatinib
Active bleeding
mesylate)
[Haemorrhage]
Capsule
ventricular tachycardia
CMUH108- 2011CHNO |Followup #2)
17. 2020/11/17 [Ventricular tachycardia] |1.2.3| A
RECI1-059 14656 7 PEMBROLIZU
liver injury [Liver injury]
MAB
Lung infection
(pembrolizumab
[Pneumonia]
) Solution for
injection
110 # 02 * 03 p % 36 Fx M4 F
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#1 ) MK-7902
(lenvatinib
Left lower limb hematoma
mesylate)
[Haematoma)]
Capsule
ventricular tachycardia
CMUH108- 2011CHNO |Followup #2)
18. 2020/11/17 [Ventricular tachycardia] |1.2.3]| A
REC1-059 14656 8 PEMBROLIZU
liver injury [Liver injury]
MAB
Lung infection
(pembrolizumab
[Pneumonia]
) Solution for
injection
#1)
PACLITAXEL
(7902 STUDY)
upper gastrointestinal
(paclitaxel)
haemorrhage [Upper
Injection
CMUH108- 2012GBRO |Followup gastrointestinal
19. 2020/12/8 #2) 231 A
RECI1-059 05277 1 haemorrhage]
CARBOPLATI
febrile neutropenia [Febrile
N (7902
neutropenia]
STUDY)
(carboplatin)
Injection
#1 ) MK-7902
(lenvatinib
Left lower limb hematoma
mesylate)
[Haematoma]
Capsule
ventricular tachycardia
CMUH108- 2011CHNO |Followup #2)
20. 2020/11/17 [Ventricular tachycardia] |1.2.3| A
REC1-059 14656 9 PEMBROLIZU
liver injury [Liver injury]
MAB
Lung infection
(pembrolizumab
[Pneumonia]
) Solution for
injection
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PRERCRERRES
— -t ERFC

> e

AF Y

GBIREY-3BLE ¢
ZPhEREEC RE)

B X AR (AR L
R LA FRES 7 AE BE|=R
w| 8 245 |l o
#1)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
CMUH108- 2012GBRO |Followup Injection febrile neutropenia [Febrile
21. 2020/12/8 3 A
RECI1-059 05277 2 #2) neutropenia]
CARBOPLATI
N (7902
STUDY )(carbop
latin) Injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
Accute breathing
CMUH108- 2004BRAO |Followup #2)
22. 2020/4/8 insufficiency [Acute 123 A
RECI1-059 03494 10 PEMBROLIZU
respiratory failure]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
Subcutaneous vascular
(lenvatinib
hemorrhage of the left
mesylate)
medial thigh [Haemorrhage
Capsule
subcutaneous]
CMUH108- 2011CHNO |Followup #2)
23. 2020/11/17 ventricular tachycardia |1.2.3
RECI1-059 14656 10 PEMBROLIZU
[Ventricular tachycardia]
MAB
liver injury [Liver injury]
(pembrolizumab
Lung infection
) Solution for
[Pneumonia]
injection
% 38 F > x M F
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#1 ) MK-7902
Subcutaneous vascular
(lenvatinib
hemorrhage of the left
mesylate)
medial thigh [Haemorrhage
Capsule
subcutaneous]
CMUH108- 2011CHNO |Followup #2)
24. 2020/11/17 ventricular tachycardia |1.2.3]| A
REC1-059 14656 11 PEMBROLIZU
[Ventricular tachycardia]
MAB
liver injury [Liver injury]
(pembrolizumab
Lung infection
) Solution for
[Pneumonia]
injection
#1 ) MK-7902
Subcutaneous vascular
(lenvatinib
hemorrhage of the left
mesylate)
medial thigh [Haemorrhage
Capsule
subcutaneous]
CMUH108- 2011CHNO |Followup #2)
25. 2020/11/17 ventricular tachycardia |1.2.3]| A
RECI1-059 14656 12 PEMBROLIZU
[Ventricular tachycardia]
MAB
liver injury [Liver injury]
(pembrolizumab
Lung infection
) Solution for
S [Pneumonia]
Injection
#1 ) MK-7902
Subcutaneous vascular
(lenvatinib
hemorrhage of the left
mesylate)
medial thigh [Haemorrhage
Capsule
subcutaneous]
CMUH108- 2011CHNO |Followup #2)
26. 2020/11/17 ventricular tachycardia |1.2.3
RECI1-059 14656 13 PEMBROLIZU
[Ventricular tachycardia]
MAB
liver injury [Liver injury]
(pembrolizumab
Lung infection
) Solution for
S [Pneumonia]
njection
% 39 F % 44T
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#1)
TALAZOPARIB
;PLACEBO
(Code not
CMUH102- 202043070 Death [Unknown cause of
27. 2020/11/1 Initial broken) 1 A
REC1-068 9 death]
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#1)
TALAZOPARIB
;PLACEBO
(Code not
CMUH102- 202043070 [follow up Death [Unknown cause of
28. 2020/11/1 broken) 1 A
REC1-068 9 1 death]
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule
202101059 1.SUDDEN CARDIAC
29. | CMUH108- | 2021/1/5 initial apalutamide 1 A
02(0) DEATH
REC1-030
#1 ) MK-7902 | gastrointestinal bleeding
CMUH107- 2006CHNO |Followup
30. 2020/6/9 Study (Code not [Gastrointestinal 1.3 A
RECI1-188 05041 3
broken) haemorrhage]
#1 ) MK-7902 | The decompensation of
CMUH107- 2007RUSO |Followup
31. 2020/5/12 Study (Code not| liver cirrhosis [Hepatic 1.3 A
REC1-188 04671 4
broken) cirrhosis]
Unexplained death [Death]
#1 ) MK-7902
CMUH107- 2009CHNO [Followup Malignant Neoplasm
32. 2020/9/23 Study (Code not 1.3 A
REC1-188 10310 12 Progression [Malignant
broken)
neoplasm progression]
#1 ) MK-7902 | gastrointestinal bleeding
CMUH107- 2006CHNO |Followup
33. 2020/6/9 Study (Code not [Gastrointestinal 13 A
REC1-188 05041 4
broken) haemorrhage]
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#1 ) MK-7902
CMUH107- 2007CHLO [Followup
34. 2020/7/13 Study (Code not colitis [Colitis] 2.3 A
RECI1-188 08666 13
broken)
#1 ) MK-7902
CMUH107- 2007CHLO |Followup
35. 2020/7/13 Study (Code not colitis [Colitis] 23 A
RECI1-188 08666 14
broken)
Unexplained death [Death]
#1 ) MK-7902
CMUH107- 2009CHNO [Followup Malignant Neoplasm
36. 2020/9/23 Study (Code not 13 ] A
RECI1-188 10310 13 Progression [Malignant
broken)
neoplasm progression]|
#1 ) MK-7902 Malignant Neoplasm
CMUH107- 2009CHNO |Followup
37. 2020/9/23 Study (Code not| Progression [Malignant | 1.3 | A
RECI1-188 10310 14
broken) neoplasm progression]|
#1 ) MK-7902 Malignant Neoplasm
CMUH107- 2009CHNO |Followup
38. 2020/9/23 Study (Code not| Progression [Malignant | 1.3 | A
RECI1-188 10310 15
broken) neoplasm progression]
CMUH109- 20P-131-35(Follow-u| ABBV-181(BU
39. 2020/9/24 Respiratory failure 1 A
RECI1-100 87499-00 p3 DIGALIMAB)
110 # 02 *» 03 p ¥ 41 F > 2 44 F




é@?%kggwagﬁ
" F-CERF-IFEEREEC K

e

1

GBIREY-3BLE ¢

* ¢

L P

% > 1aF
2 S5

SIS )
&

|4
|5

B

" 5

*AFE R

Er

CMUH102-
RECI1-068

40.

2020/11/11

202045431
1

Initial

#1)
TALAZOPARIB
;PLACEBO
(Code not
broken)
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#2)
Enzalutamide
(ENZALUTAM
IDE)Capsule;
Regimen #2
#2)
Enzalutamide
(ENZALUTAM
IDE)Capsule;
Regimen #3

Death [Unknown cause of

death]

CMUH109-
RECI1-131

41.

2020/11/12

2011ESPO0
9622

Initial

#1) V937
(oncolytic virus
vaccine

(Coxsackievirus

A21))

Vomiting

Hyponatraemia

2,3

(%] P LPA -

Er S

FRiwtngd

BB

X %

o
L4

FAMF

1. CMUH106-RECI1-050

i{i‘é L]-l

[ % 242 ]
*:k5% %t 2.4 | NBTXR3/PEP503
kg MMARL B D108 E 080 22 P % 109 & 08 * 21 p

2. CMUH108-REC1-128

9 AR

[#6

]

*m % @ SUSAR line listing(Period: 14Dec2019-13Jun2020)

3. CMUH103-REC1-118 | =2

\é_?\

[#&

]

110 # 02 * 03 p




PRFRARENRFIRAIRELE Y -FALA§
~F-LERF-XFEEBREEC RR)
2l i
3 T S FEP G
ERE =
EROF L ANRER AR E S e K anp N
DD/MMM/YYYY (ex.25/DEC/2020)# :z %
DD/MM/YYYY (ex.25/12/2020) » # 4 F 3 2 ZE 5 % % & 8
-
(2% 21404 ]
R B LA T CX4945
4 CMUHI104-REC1-135 | ¥ it i *%’ i‘ 43R 2 8 B 0 01Mar2020 ~ 31Dec2020: 6 month Line
Listing: 21Feb2020~22Aug2020; Annual Report: 21Aug2019 ~
01Sep2020; CIOMS report 18US000065 FU4,
18US000065 FUS, 18US000065 FU6
(EEIEIEIEE S |
*HE E L L4 ¢ Ribociclib(LEE011)
, DL HE
5. CMUHI108-REC1-032 | #| 24 ) )
108 # 10 * 01 p 2 109 # 03 * 31 p
109 # 04 % 01 p % 109#09%7 30p
108 £ 08 * 26 p % 109 # 08 # 25 p
(2]
6. CMUH107-REC1-156 | %] 24 .
*m % ¢ SUSAR Batch 5, = 14 i CIOMS
(EEIEIEIEE S |
SUSAR DSUR :
7. CMUH102-REC1-068 | % 47 & | mgc2000869-pmdsur-02-reissue-en-final-02_Blinded
*#5% ¥4 ¢4 Enzalutamide
*E rMARL R 108 F 08 Y 31 p 3 109EF 082 300pP
(2% 2pdp4 ]
B R F L L4 ASP8374
8. CMUHI107-REC1-018 | ¥8 & =
*E rMIEL R 108 & 07 7 28 P 3 109 & 01 * 27 P
*E rMIELHREF 109 01 7 28 3 109 & 07 * 27 P
(2% 2pdp4 ]
*R5% F L F 0 MOR00208 tafasitamab
9. CMUH106-RECI1-147 | & &
*E pMIELHREF 2019 107 19p T 2020 10 7 18
P (DSUR #8)
(2]
10. | CMUHI107_RECI1-020 | #=#§F ”
*m % @ SUSAR Batch 3, = 3 £ CIOMS
(2% 2pdp4 ]
11. | CMUHI105-REC1-057 | #l#t> | *3#% ¥4 L4 © GSK 1437173A
*E pMIRLHE 12019F 10 7 13 p 2 2020 & 10 F 12 p
12. | CMUHI09-REC1-039 | &t | [#&+ %L H 4]

110 # 02 * 03 p




' MEFA S ERF R

TRELEEF-FLLR$
-~ F-tERY-FF D€

.5 (L R)

Ag|  rpmz | B

tsA FARE

*5 A ¢ Part B final CSR_06Nov2020
*p o109 & 11 % 06 p

(%5t i d]

*3< A ¢ Interim 2 Final Part A CSR_05Aug2020
13. | CMUHI109-REC1-040 | % &1 | *p # : 109 # 08 * 05 p

*5% 4 o Part B final CSR 280¢t2020

*pdp 109 & 10 7 28 p

(G IEIEIEE S |

*#5% ¥ ¢4 1 TECENTRIQ® / atezolizumab

kg 2MARLHF 12019 # 110 18 p 22020 50 17 p
* 2MARLHF 12020 50 18 p 3 2020 & 11 0 17 p

14. | CMUHI107-REC1-026 | #if P

k] FRPR -

ER PP EFATE (B)
i TeRRH (%)
F87 - dcg QIE354)

110 # 02 * 03 p ¥ 44 F > X 4 F




