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CMUH105- 2003CZE00|Followup #1) o
1. 2020/3/6 Hepatic failure 13| A
REC3-093 6226 2 SUNITINIB
#1) MK-3475
CMUH105- 2101USAO [Followup [ (pembrolizumab Fall
2. 2021/1/3 13 A
REC3-093 04940 9 ) Cardiac failure
#2 ) AXITINIB
#1) MK-3475
CMUH105- 2101USAO [Followup [ (pembrolizumab Fall
3. 2021/1/3 13 A
REC3-093 04940 10 ) Cardiac failure
#2 ) AXITINIB
Filgotinib vs | METASTATIC GASTRIC
CMUH107- 2020-04683 » )
4, 2020/3/UN Initial | Placebo (Code CANCER [Metastatic 1 A
REC3-122 32 ]
not broken) gastric cancer]
Filgotinib vs
CMUH107- 2020-04695 » SUDDEN DEATH
5. 2020/5/28 Initial | Placebo (Code 1 A
REC3-122 44 [Sudden death]
not broken)
Filgotinib vs
CMUH107- 2020-04695 SUDDEN DEATH
6. 2020/5/28 FU1 | Placebo (Code 1 A
REC3-122 44 [Sudden death]
not broken)
Filgotinib vs
CMUH107- 2020-04695 SUDDEN DEATH
7. 2020/5/28 FU2 Placebo (Code 1 A
REC3-122 44 [Sudden death]
not broken)
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Filgotinib vs | METASTATIC GASTRIC
CMUH107- 2020-04683 _
8. 2020/3/UN FU1 Placebo (Code CANCER [Metastatic 1 A
REC3-122 32 ]
not broken) gastric cancer]
METATASTIC
Filgotinib vs | NEOPLASM [Metastatic
CMUH107- 2020-04569 »
9. 2020/2/18 Initial | Placebo (Code neoplasm] 2 A
REC3-122 25
not broken) PRE-SYNCOPE
[Pre-syncope]
Filgotinib vs [ METASTATIC GASTRIC
CMUH107- 2020-04683 )
10. 2020/3/UN FU2 | Placebo (Code [ CANCER [Metastatic 1 A
REC3-122 32 )
not broken) gastric cancer]
Filgotinib vs
CMUH107- 2019-03977 ESOPHAGEAL CANCER
11. 2019/3/20 FU15 | Placebo (Code ) 2 A
REC3-122 41 [Oesophageal carcinoma]
not broken)
Filgotinib vs
CMUH107- 2019-03977 ESOPHAGEAL CANCER
12. 2019/3/20 FU16 | Placebo (Code ) 1 A
REC3-122 41 [Oesophageal carcinoma]
not broken)
PNEUMONIAWITH
PARAPNEUMONIC
EFFUSION
Filgotinib vs | [parapneumonic effusion]
CMUH107- 2020-04958 - ) ]
13. 2020/9/17 Initial | Placebo (Code | [Parapneumonic effusion] | 2 A
REC3-122 36
not broken) PNEUMONIAWITH
PARAPNEUMONIC
EFFUSION [pneumonia]
[Pneumonia]
PNEUMONIAWITH
PARAPNEUMONIC
EFFUSION
Filgotinib vs | [parapneumonic effusion]
CMUH107- 2020-04958 ) )
14. 2020/9/17 FU1 | Placebo (Code | [Parapneumonic effusion] | 2 A
REC3-122 36
not broken) PNEUMONIAWITH
PARAPNEUMONIC
EFFUSION [pneumonia]
[Pneumonia]
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Filgotinib vs
CMUH107- 2020-04958 PNEUMONIA
15. 2020/9/17 FU2 | Placebo (Code ) 2 A
REC3-122 36 [Pneumonia]
not broken)
Filgotinib vs
CMUH107- 2020-04958 PNEUMONIA
16. 2020/9/17 FU3 | Placebo (Code 1 A
REC3-122 36 [Pneumonia]
not broken)
Filgotinib vs Probable atypical
CMUH107- 2020-04958 )
17. 2020/9/17 FU4 | Placebo (Code | pneumonia SARS CoV-2 | 1 A
REC3-122 36 )
not broken) [COVID-19 pneumonia]
Filgotinib vs | ACUTE MYOCARDIAL
CMUH107- 2021-05114
18. 2020/12/25 Initial | Placebo (Code | INFARCTION [Acute 1 A
REC3-122 01 o )
not broken) myocardial infarction]
#1) Filgotinib
vs Placebo
(Code not
broken)
ACUTE MYOCARDIAL
CMUH107- 2018-03808 #2)
19. 2018/12/15 FU4 INFARCTION [Acute 2 A
REC3-122 50 METYPRED o _
myocardial infarction]
[METHYLPRE
DNISOLONE]
(METHYLPRE
DNISOLONE)
Filgotinib vs
CMUH107- 2019-04029 PANCREATITIS
20. 2019/4/10 FU2 | Placebo (Code N 2 A
REC3-122 11 [Pancreatitis]
not broken)
Filgotinibvs | ACUTE MYOCARDIAL
CMUH107- 2021-05114
21. 2020/12/25 FU1 | Placebo (Code | INFARCTION [Acute 1 A
REC3-122 01 o ]
not broken) myocardial infarction]
Filgotinib vs
CMUH107- 2019-04183 GASTRIC CANCER
22. 2019/7/12 FU7 | Placebo (Code ) 1 A
REC3-122 48 [Gastric cancer]
not broken)
Filgotinib vs
CMUH107- 2019-04183 GASTRIC CANCER
23. 2019/7/12 FU8 | Placebo (Code ) 1 A
REC3-122 48 [Gastric cancer]
not broken)
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#1) MK-3475 ortostatic syncope
Study (Code not [Syncope]
2011DEUO0 [Followup broken) thrombose up to the cava
24. | CMUH108- | 2020/10/30 ] 23 [ A
04535 12 #2) [Vena cava thrombosis]
REC3-098
ENZALUTAMI | Port infection [Vascular
DE device infection]
CMUH108- INFUSION RELATED
25. 2021/4/6 2806543 Initial | Obinutuzumab 2 A
REC3-034 REACTION
RO7082859
CMUH108- follow up )
26. 2020/5/25 | 2609673 Obinutuzumab PNEUMONIA 131 A
REC3-034 6
Tocilizumab
RO7082859
CMUH108- follow up )
27. 2020/12/21 | 2739129 Obinutuzumab NEUTROPENIA 2 A
REC3-034 1
Tocilizumab
RO7082859
CMUH108- follow up
28. 2020/12/21 | 2739129 Obinutuzumab NEUTROPENIA 2 A
REC3-034 2
Tocilizumab
CMUH107- RU-PSI-20 - EG12014/Herce | Heart attack; Myocardial
29. 2020/9/23 Initial 2&3 | A
REC3-118 20-00072 ptin infarction
CMUH107- RU-PSI-20 EG12014/Herce | Heart attack; Myocardial
30. 2020/9/23 FUl 2&3 | A
REC3-118 20-00072 ptin infarction
CMUH107- CO-PSI-20 EG12014/Herce Hypertensive Crisis -
31. 2020/10/2 Initial ) 2 A
REC3-118 20-00103 ptin Recovered/ Resolved
CMUH107- RU-PSI-20 EG12014/Herce | Heart attack; Myocardial
32. 2020/9/23 FU2 ) ) ) 2&3 | A
REC3-118 20-00072 ptin infarction
Pleural effusion
#1) MK-3475 )
CMUH106- 1905TURO |Followup Fatigue
33. 2019/5/6 Study (Code not| _ 23| A
REC3-121 03148 27 Disseminated intravascular
broken) )
coagulation
#1) MK-3475
CMUH106- 1909ESPO0 |Followup »
34. 2019/8/22 Study (Code not Pneumonitis 23| A
REC3-121 0956 13
broken)
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Pleural effusion
#1) MK-3475 ]
CMUH106- 1905TURO |Followup Fatigue
35. 2019/5/6 Study (Code not 2,3 A
REC3-121 03148 28 Disseminated intravascular
broken) ]
coagulation
Pleural effusion
#1) MK-3475 )
CMUH106- 1905TURO |Followup Fatigue
36. 2019/5/6 Study (Code not| _ 23 | A
REC3-121 03148 29 Disseminated intravascular
broken) )
coagulation
Pleural effusion
#1) MK-3475 )
CMUH106- 1905TURO |Followup Fatigue
37. 2019/5/6 Study (Code not| _ 23| A
REC3-121 03148 30 Disseminated intravascular
broken) )
coagulation
Pleural effusion
#1) MK-3475 )
CMUH106- 1905TURO |Followup Fatigue
38. 2019/5/6 Study (Code not| _ 23| A
REC3-121 03148 31 Disseminated intravascular
broken) )
coagulation
Pleural effusion
#1) MK-3475 ]
CMUH106- 1905TURO |Followup Fatigue
39. 2019/5/6 Study (Code not| _ 23| A
REC3-121 03148 32 Disseminated intravascular
broken) ]
coagulation
Pleural effusion
#1) MK-3475 ]
CMUH106- 1905TURO |Followup Fatigue
40. 2019/5/6 Study (Code not| _ 23| A
REC3-121 03148 33 Disseminated intravascular
broken) ]
coagulation
#1) MK-7902
Study (Code not
CMUH-108- 2104CHNO » broken)
41. 2021/4/18 Initial Death 1 A
REC3-051 05908 #2)
PEMBROLIZU
MAB
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#1) MK-7902
Study (Code not
CMUH-108- 2104CHNO |Followup broken)
42. 2021/4/18 Death 1 A
REC3-051 05908 1 #2)
PEMBROLIZU
MAB
#1) MK-3475
Study (Code not
broken) thromboembolic event
#2) [Embolism]
CMUH108- 2103CHNO |Followup| DOCETAXEL | acute kidney injury [Acute
43. 2021/3/1 23 | A
REC3-058 01484 2 FOR JAPAN kidney injury]
(3475 hyperkalemia
SOLUTION [Hyperkalaemia]
FOR
INJECTION
#1) MK-3475
Study (Code not
broken) thromboembolic event
#2) [Embolism]
CMUH108- 2103CHNO |Followup| DOCETAXEL | acute kidney injury [Acute
44, 2021/3/1 23| A
REC3-058 01484 3 FOR JAPAN kidney injury]
(3475 hyperkalemia
SOLUTION [Hyperkalaemia]
FOR
INJECTION
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#1) MK-3475
Study (Code not
broken) thromboembolic event
#2) [Embolism]
CMUH108- 2103CHNO |Followup| DOCETAXEL [ acute kidney injury [Acute
45, 2021/3/1 23 [ A
REC3-058 01484 4 FOR JAPAN kidney injury]
(3475 hyperkalemia
SOLUTION [Hyperkalaemia]
FOR
INJECTION
#1) MK-3475
Study (Code not
broken) thromboembolic event
#2) [Embolism]
CMUH108- 2103CHNO |Followup| DOCETAXEL | acute kidney injury [Acute
46. 2021/3/1 ) o 23 [ A
REC3-058 01484 5 FOR JAPAN kidney injury]
(3475 hyperkalemia
SOLUTION [Hyperkalaemia]
FOR
INJECTION
#1) MK-3475
Study (Code not o ]
Vascular device infection
CMUH108- 2011DEUO |Followup broken)
47. 2020/10/30 Syncope 23| A
REC3-098 04535 13 #2) ]
Vena cava thrombosis
ENZALUTAMI
DE
#1) MK-3475
Study (Code not
CMUH108- 2005COLO |Followup broken)
48. 2020/4/20 Subdural haematoma 23| A
REC3-098 04858 30 #2)
ENZALUTAMI
DE
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49,

CMUH108-
REC3-098

2020/4/20

2005COLO
04858

Followup
31

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

Subdural haematoma

2,3

50.

CMUH108-
REC3-098

2021/4/1

2104DEU0
00540

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE

COVID-19

13

51.

CMUH108-
REC3-098

2021/4/19

2104USA0
06138

Initial

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE
#3)
LEXAPRO(10
milligram)
#4)
LEXAPRO(20

milligram)

Hyponatraemia

2,3

52.

CMUH108-
REC3-098

2021/4/1

2104DEU0
00540

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI

DE

COVID-19

13
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#1) MK-3475
Study (Code not
CMUH108- 2005COLO |Followup broken)
53. 2020/4/20 Subdural haematoma 23| A
REC3-098 04858 32 #2)
ENZALUTAMI
DE
#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE
CMUH108- 2104USAO |Followup #3) )
54, 2021/4/19 _ Hyponatraemia 23| A
REC3-098 06138 1 escitalopram
oxalate(10
milligram)
#4)
escitalopram
oxalate(20
milligram)
Ipatasertib DIABETES MELLITUS
Abiraterone HYPERGLYCEMIA
CMUH106- Follow
55. 2018/12/4 | 2225587 Acetate COMMUNITY-ACQUIRE| 23 [ A
REC3-081 up 4
PREDNISOLO D RIGHT-SIDED
NE INFERIOR PNEUMONIA
CMUH108- 20P-163-36 |follow up ABT-494 1. Pulmonary embolism
56. 2020/12/7 o 2,3 A
REC3-150 85206-00 1 (Upadacitinib) 2. Nausea
(k) B AP e
ey FREGIFAFZ
o)
B8 * € B . FEPNF
ERE=
[ 24dp4 ]
1. CMUH106-REC3-093 TEM e . " .
*E5% ¥4 LA Upadacitinib
110 # 06 * 03 p % 42 F % 45 |
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TMFELHFLI09£17 1p 2 109 & 12
" 31p

CMUH108-REC3-150

¥
E.":L
o

(&R R
*:R % & ¢4 Upadacitinib
*E pMAFELEHREF 2020272 1p 3 2020# 127 31 p

CMUH109-REC3-143

h
|~
I3

[##]
*A4F AR S A p 0 M19-025 Temporary pause to enrollment

notification dated 01 Apr 2021

CMUH105-REC3-013

THEM

[z % 242472 ]
*:#5% ¥ ¢4 ¢ Upadacitinib (ABT-494)
*E rMGFLHF 10917 1p3109# 127 31 p

CMUH107-REC3-091

wEM

[ 4% 24472 ] -6 monthly line listing
*R% & L4 0 S201086/GLPG1972
THIFLHEF 12020 057 05 p % 2020+ 11 7 04 p
[ &< 242474 ] -DSUR
*R% & L4 0 S201086/GLPG1972
* pMAFL YT 2019+ 11 7 05p 3 2020 11 7 04 p

CMUH108-REC3-083

¥ i

(8% 242472 ]

*:% &4 L4 © Etrasimod 2mg/ tablet
THFLEHEF 110£012 01p £ 110#£03% 31 p
THIFLEHF 1092082 31p T 110+ 032 01 F

CMUH108-REC3-051

SR IVAL

[ 2p4F2]
*R% & L4 0 MK-7902 LENVATINIB
*E rMAFL YR 12020 08 F 13 p 3 2021 & 02 % 12 p

CMUH109-REC3-063

RALH

[z % 21484 ]
*Rk & L Lazertinib
FHAELYRF 12019 £ 120 23 p I 2021 & 057 05

[ DSMB 421 )
*A it p g 02021 & 020 08 p
*A s % 44 23Dec2019 I 22Dec2020 2. SUSAR # % > 1
LT3R S L TR L BB AR ARBKR LR GE o
23Dec2020 1 #5 2. SUSAR & > M A 47484 » 1A% &,

T AF L AR CSRZAN ] FEH A -

e
Eld
kil

CMUH107-REC3-122

L
( o
o

[z % >H42 BLL)
*::5 % 2.4 : Filgotinib
sy rpp2pr:109 & 07 2 01 p % 109 £ 12 *

110 # 06 * 03 p
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10. | CMUH105-R *u A : Administrative Letter
: -REC3-048 ¥4 R

*p #p 12020 % 037 12 p
R REERLEE 2 ifﬁ %Pl B (Medical Monitor) 5 €

[ =4 % > 1448 2 Development Safety Update Report]
11. | CMUH107-REC3-066 WFEB | 7% EF L4 JS001
THEFLHEF 108E 127 17p 3 109 # 12 % 16 p

[z =% 2pp2]

*ikoh F L AL 1 ACZ885

12. | CMUH107-REC3-041 L85 *E >MAFL A 109# 107 01 p 2 110# 03 % 31 p
[DSMB -3 il )

*AREEpH C110E 040 26P

[%° widawiza]
*Eaopd 2020 &5 4p
1. Ibrutinib studies and COVID-19 vaccination INV

13. | CMUH110-REC3-035 FL T
letter 04May2021
2. COVID-19 vaccination ibrutinib assessment of
risks 04May2021
[z 2p4F2]
14. | CMUH109-REC3-185 By E | % #4440 Relatlimab

*E rMAFLHPF 1109£ 09 13 p 3 110#£ 03 7 12 p

[z % 214p2]
15. | CMUH109-REC3-021 LAY | "% ¥4 4 Selpercatinib (LY3527723)
* 2MARA R 12020 10 01 p % 2021 & 037 30 p

[h% 213484 ]

*5% ¥ ¢4 Nivolumab
16. | CMUH105-REC3-048

o
|~
I3

(1)INVESTIGATOR NOTIFICATION OF Periodic SUSAR Line
Listing (04-JUL-2020 to 03-JAN-2021)

[2%]

*n % @ Protocol Clarification Memo

sk NA > p #p:13 July 2020 5 p #p: 05 August 2020
17. | CMUH108-REC3-141 a4z | *p % : DMC Recommendations Form

WA :2.00 p #p: 17 AUG 2020

FROF D ATRTRA R R D

A2 NA > p #p: 08 Dec 2020

110 # 06 * 03 p ¥ 44 F > x 45 F
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