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#1) MK-3475
Study (Code not
CMUH108- 2005COLO |Followup broken) Hematoma subdural
20. 2020/3/12 23 [ A
REC3-098 04858 33 #2) [Subdural haematoma]
ENZALUTAMI
DE
#1) MK-3475 ortostatic syncope
Study (Code not [Syncope]
CMUH108- 2104USAO0 . broken) thrombose up to the cava
21. 2020/10/30 Initial ) 23 [ A
REC3-098 06138 #2) [\Vena cava thrombosis]
ENZALUTAMI | Port infection [Vascular
DE device infection]
#1) MK-3475
CMUH105- 1710FRAO |Followup | (pembrolizumab Fournier's gangrene
22. 2017/10/18 1231 A
REC3-093 11386 18 ) Hepatic cytolysis
#2 ) AXITINIB
#1) MK-3475
CMUH105- 1706FRAO |Followup | (pembrolizumab ) ]
23. 2017/5/17 Hepatic cytolysis 23| A
REC3-093 04656 14 )
#2 ) AXITINIB
#1) MK-3475
CMUH105- 2101USAO |Followup [ (pembrolizumab Fall
24. 2021/1/3 ] ] 131 A
REC3-093 04940 11 ) Cardiac failure
#2 ) AXITINIB
#1) MK-3475
Study (Code not
broken) thromboembolic event
#2) [Embolism]
CMUH108- 2103CHNO |Followup| DOCETAXEL [ acute kidney injury [Acute
25. 2021/3/1 23 [ A
REC3-058 01484 6 FOR JAPAN Kidney injury]
(3475 hyperkalemia
SOLUTION [Hyperkalaemia]
FOR
INJECTION
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26.

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
7

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

thromboembolic event

[Embolism]

acute kidney injury [Acute
kidney injury]
hyperkalemia

[Hyperkalaemia]

2.3

27.

CMUH-108-
REC3-051

2021/4/12

2105CHNO
01647

Initial

#1) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Cachexia

28.

CMUH-108-
REC3-051

2021/4/12

2105CHNO
01647

Followup
1

#1) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Cachexia

29.

CMUH-108-
REC3-051

2021/4/18

2104CHNO
05908

Followup
2

#1) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Death

30.

CMUH-108-
REC3-051

2021/4/12

2105CHNO
01647

Followup
2

#1) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Cachexia
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#1 ) MK-7902
Study (Code not
CMUH-108- 2105CHNO |Followup broken) ]
31. 2021/4/12 Cachexia 1 A
REC3-051 01647 3 #2)
PEMBROLIZU
MAB
#1) MK-7902
Study (Code not
CMUH-108- 2105CHNO |Followup broken)
32. 2021/4/12 Cachexia 1 A
REC3-051 01647 4 #2)
PEMBROLIZU
MAB
#1) MK-7902
Study (Code not
CMUH-108- 2105CHNO |Followup broken) ]
33. 2021/4/12 Cachexia 1 A
REC3-051 01647 5 #2)
PEMBROLIZU
MAB
#1) MK-7902
Study (Code not o
Renal impairment
CMUH-108- 2010AUSO [Followup broken) ]
34. 2020/9/25 Renal failure 1 A
REC3-051 01908 9 #2) ]
Haematuria
PEMBROLIZU
MAB
CMUH107- 2021A1467
35. 2021/3/14 INITIAL| Durvalumab | platelet count decreased 2 A
REC3-175 88
CMUH107- 2021A1467
36. 2021/3/14 FU1l Durvalumab | platelet count decreased 2 A
REC3-175 88
20P-143-35(follow up ABT-494 Colitis ulcerative
37. | CMUH105- | 2020/09/11 o 236 A
62963-00 2 (Upadacitinib) aggravated
REC3-094
CMUH108- 20FR00009 [follow up Pneumopathy
38. 2020/6/24 ME-401 1|1 A
REC3-079 3 1 Mixed hepatitis
CMUH108- 20FR00009 [follow up Pneumopathy
39. 2020/6/24 ME-401 1|1 A
REC3-079 3 2 Mixed hepatitis
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CMUH108- 20FR00009 [follow up Pneumopathy
40. 2020/6/24 ME-401 ) = 1 A
REC3-079 3 3 Mixed hepatitis
Diarrhoea
CMUH108- 20GB00009 -
41, 2020/7/17 Initial ME-401 Pneumococcal lung 1 A
REC3-079 4 . .
infection
Diarrhoea
CMUH108- 20GB00009|follow up
42, 2020/7/17 ME-401 Pneumococcal lung 1 A
REC3-079 4 1 _ )
infection
Diarrhoea
CMUH108- 20GB00009|follow up
43, 2020/7/17 ME-401 Pneumococcal lung 1 A
REC3-079 4 2 _ )
infection
[A&] FRFiH -
EZ G jtlF f# }1 i i IE %‘ ﬁ
—%.L
7 2
B85 * € % NN FHEPNEF
(5]
1. CMUH107-REC3-066 S B ]
*n % : Note-to-file_IB update_20210427
(2]
2. CMUH107-REC3-118 #l 24 | *p % 6-Month SUSAR Line-Listing (10Aug2020-09Feb2021)
*DSUR #3, dd. 31-Mar-2021
[ % 2p4p2 ]
3. CMUH109- REC3-123 | ¥ & & | *3#% 4 &4 AIN4ST
*% >MHIRLHEF 02020 107 1p % 2021 # 37 31 p
[5° il sz a]
4, | CMUH107-REC3-134 | 2 &#
*Fawpdp t110# 027 050 (& i)
[ % 242 ]
1. SSR_JINJ-67652000_Blinded_23Sep2020-22Mar2021
*:E5% 4+ ¢4 ¢ niraparib/abiraterone acetate fixed dose
combination
5. CMUH109-REC3-145 THE | *TXPELYPF 109297 23p 1 110£ 37 22 p
2. DSUR_JNJ-67652000_Blinded 23Mar2020-22Mar2021
*:E 5% 4+ ¢4 ¢ niraparib/abiraterone acetate fixed dose
combination
*F >MHRLHEF 109 £ 37 23p % 110&£ 37 22 p
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(L Jeix)
+3 ,
S AN F A FHERE
[z 2144 ]
*:E5% 4 4L ¢ Elsubrutinib
6. CMUH108-REC3-082 Fin |[*T2rMEpLPF108F 127 16 p 3 109 & 122 15 p
*#% &4 4L © Upadacitinib
*E rMARLPRF 10917 1px109# 127 31 p
[z 2144 ]
*R 5% # 4 4L © Mirzotamab clezutoclax
7. CMUH109-REC3-001 HE >

*E r MR HREF 2019 & 117 24 p 3 2020 57 23 p
*ErMIRLYPF 2020 £ 57 24 p % 2020 & 11 7 23 p

(= 24l ]
8. | CMUH108-REC3-058 | 3 -“if | *3#sk % & 4L 1 MK-3475 Pembrolizumab
MR LHAEF 20209 4p 3120203 3p

(CEIEE TR |
9. | CMUH109-REC3-177 | #7#F | *#% %4 ¢4 : Debio 1143
SMARA W I2019£8% 1p 3 2020& 70 31 p

[z 242 ]
10. | CMUH105-REC3-093 | 3&-v#i | *:#z %4 %4 : MK-3475 Pembrolizumab
* MHAR A MR 12020 9% 4p 3 202137 3p

[z % 242 ]
11. | CMUH108-REC3-029 | ¥l 24 | *:#% % ¢4 : LEEOLL
* MR MR 12020 107 1p % 2021 # 3% 31 p

[#=]
*P\%‘:#‘f%pé%%iz ‘Fﬁl‘fﬁ{fﬁ#ﬁf’ﬁg"liﬁ_ :RE_
ES101002_204_PD withdraw

12. | CMUH108-REC3-083 L=

confirmation_correspondence_09Jun2021

(s 2idr 2]

*:E% % 4+ ¢4  Durvalumab, Durvalumab + Tremelimumab
*g rMAEAHRF 109 & 017 13 p % 109 & 07 % 12 p
*R% P AL Tremelimumab

*g pMAEL @R 109 & 019 13 p 3 109 & 07 % 12 p
*g pMAFLPHF 109 & 07 13p 3 1102010 12 p
*:#5% % 4 ¢4 Durvalumab

*g pMAFLPHF 109 & 07 13p 3 1102010 12 p

13. | CMUH106-REC3-122 £ ?&fﬁ

(2]
14. | CMUH107-REC3-043 289 | AR IR EHEE ~ R R 2 R Fé—"z °
*i A p Hp:Olaparib i ¥ « £ p : Investigator’ s Brochure
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AstraZeneca Olaparib (AZD2281, KU-0059436) 20, 21 January
2021

F7H < i+ :COVID-19 vaccination in AstraZeneca Early Stage
Oncology Clinical Trials,Date: 24 February 2021

15.

CMUH109-REC3-155

i

[ 244 ]
*R% ¥ i © Felzartamab (MOR202)
*E rMARLPREF 109~-04 2 11p T 110042 10

16.

CMUH110-REC3-017

\;;
M

[#]

*Nox AR B (£ B) SUSAR A0 4a& F - i BidR 2 o
2021/6/4 35 % 3= 4 (GSK)L 4 - i % p B *F (% B)h
SUSAR #=4:3F £ » 3% % 2 (Asphyxia)z_ $g %] 2 AT & 2 4
o ERERY CAFALGERRAE ST G APM A
> 2021/6/8 3% % & 3= % (GSK)4% #3% SUSAR % - == i Bjid¥
FORRLPFABRZEIRERRAST M 0 RF]SAd
FEFARM > AP M o R E - N HERSE

L2 4 SUSAR R4 (4o B) 1 H 8 £ I0 4R o

17.

CMUH109-REC3-172

*H
}.;.
o

[z 2pdp2]
*Egk B LA T MK8189
* MR MR 12020 9% p 21 % 2021 # 3% 20 p

[:

L] F LY -

ERCFEVEFLR(O)
t3d > RFER(E)
R Acf (0m484)
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