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2. [ 7-REC1-0]2019/4/17|50123016| FU6 #2) aspiration] A
71 0016 Oxaliplatin | Febrile neutropenia Siyn
(OXALIPLA| [Febrile neutropenia] ifi?:a
TIN)
. nt
intravenous
#1) FPA144
vs. Placebo
(Code not
CMUH10 F144004- broken)
2019/11/2 . .
3. | 7-REC1-0 0 36063046| FU1l #2) Sepsis [Sepsis] 13| A
71 7084 Oxaliplatin
(OXALIPLA
TIN)
intravenous
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CMUH10
7-REC1-1
74

2019/11/1
4

1911COL
007299

Follow
up 4

#1)
MK-3475
Study
#2)
PACLITAXE
L
#3)
CYCLOPHO
SPHAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

CMUH10
7-REC1-1
74

2019/11/1
4

1911COL
007299

Follow
up 5

#1)
MK-3475
Study
#2)
PACLITAXE
L
#3)
CYCLOPHO
SPHAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

CMUH10
7-REC1-1
74

2019/12/1
4

1912GBR
008008

Initial

#1)
MK-3475
Study
#2)
PACLITAXE
L
#3)
CYCLOPHO
SPHAMIDE
#4)
EPIRUBICIN

Seizure
Hyponatraemia

2.3
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#1)
MK-3475
Study
#2)
CMUH10 PACLITAXE _
2019/12/1{1912GBR| Follow Hyponatraemia
7. |7-REC1-1 L _ 23| A
4 008008 | up1l Seizure
74 #3)
CYCLOPHO
SPHAMIDE
#4)
EPIRUBICIN
#1)
MK-3475
Study
#2)
CMUH10 PACLITAXE
2019/11/1 {1911COL | Follow _ _
8. | 7-REC1-1 L Febrile neutropenia | 2.3 | A
4 007299 | up6
74 #3)
CYCLOPHO
SPHAMIDE
#4)
EPIRUBICIN
#1)
CMUH10
2019/12/1|1912FRA| Follow | MK-7902 . .
9. [7-REC1-1 Respiratory distress | 2.3 | A
88 0 006405 | up 2 | Study (Code
not broken)
#1)
CMUH10
2019/12/1|1912FRA| Follow | MK-7902 . .
10. | 7-REC1-1 Respiratory distress | 2.3 | A
88 0 006405 | up 3 | Study (Code
not broken)
#1)
CMUH10 .
2019/12/2| 1912ME | Follow | MK-7902 Hepatic
11.|7-REC1-1 12| A
" 2 X011230( up 1 [ Study (Code encephalopathy
not broken)
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Cardiac failure;
CMUH10 .. | Dyspnoea exertional;
2018-022| = .. Regorafenib
12.|7-REC1-0(2018/1/27 Initial . Dyspnoea at rest; 13| A
770 (Stivarga) ) i
49 Cardiomegaly; Atrial
tachycardia
Hepatocellular
CMUH10 ) carcinoma;
2018-066| = . . Regorafenib )
13.|7-REC1-0| 2018/4/3 Initial . Hypoglycaemia; 13| A
210 (Stivarga) i
49 Respiratory tract
infection
CMUH10 ) Multiple organ
2019-144| . Regorafenib )
14.|7-REC1-0(2019/7/13 Initial ) dysfunction syndrome;| 1,3 [ A
384 (Stivarga) ]
49 Malaise
CMUH10 :
2019-186| .. Regorafenib Hepatocellular
15. | 7-REC1-0| 2019/9/6 Initial ) ] 13| A
49 388 (Stivarga) carcinoma
Doxorubicin
Trastuzumab
Pertuzumab
CMUH10 Trastuzumab
. . INTRA-HEPATIC
16. | 7-REC1-1(2019/9/23| 2421816 | Initial | Emtansine 2 | A
- HEMORRHAGE
26 Doxorubicin
Cyclophosph
amide
Paclitaxel
Doxorubicin
Trastuzumab
Pertuzumab
CMUH10 Trastuzumab
. _ PULMONARY
17. | 7-REC1-1 [?22/??/?77?7]| 2439854 | Initial | Emtansine 23| A
- EMBOLISM
26 Doxorubicin
Cyclophosph
amide
Paclitaxel
109 £ 02 # 05 p % 31 F % 39 F
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Doxorubicin
Trastuzumab
Pertuzumab
CMUH10 Trastuzumab
Follow . PULMONARY
18. [ 7-REC1-1|??/22/?27?| 2439854 Emtansine 23 A
up 1 L EMBOLISM
26 Doxorubicin
Cyclophosph
amide
Paclitaxel
Doxorubicin
Trastuzumab
Pertuzumab
CMUH10 Follow Trastuzumab Life threatening
19. [ 7-REC1-112019/10/9| 2439854 up 2 Emtansine PULMONARY 23| A
26 P Doxorubicin EMBOLISM
Cyclophosph
amide
Paclitaxel
Atezolizumab
Trastuzumab
CMUH10 Pertuzumab
. ) CHEMICAL
20.|7-REC1-1| 2019/8/9 | 2379364 | Initial | Paclitaxel 234 A
o PNEUMONITIS
26 Doxorubicin
Cyclophosph
amide
Atezolizumab
Trastuzumab
CHEMICAL
CMUH10 Pertuzumab
Follow . PNEUMONITIS
21.|7-REC1-1| 2019/8/9 | 2379364 Paclitaxel 234 A
up 1 . | (DOWNGRADE),
26 Doxorubicin
MYOCARDITIS
Cyclophosph
amide
109 & 02 % 05 p $ 32 F % 39 F
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Atezolizumab
Trastuzumab
CMUH10 Pertuzumab
Follow . MYOCARDITIS
22.| 7-REC1-1| 2019/8/9 | 2379364 Paclitaxel . 2,34 A
up 1 . (Myocarditis)
26 Doxorubicin
Cyclophosph
amide
Atezolizumab
Trastuzumab
CMUH10 Pertuzumab
Follow . MYOCARDITIS
23.|7-REC1-1| 2019/8/9 | 2379364 Paclitaxel o 234 A
up 2 . (Myocarditis)
26 Doxorubicin
Cyclophosph
amide
Atezolizumab
Pertuzumab
CMUH10 Trastuzumab POSSIBLE
2019/11/1 .. ..
24. | 7-REC1-1 9 2480320 | Initial | Doxorubicin AUTOIMMUNE 23| A
26 Paclitaxel MYOCARDITIS
Cyclophosph
amide
Atezolizumab
Pertuzumab
CMUH10 Follow Trastuzumab
25. | 7-REC1-112019/12/3| 2480320 - Doxorubicin Heart failure 23| A
26 P Paclitaxel
Cyclophosph
amide
CMUH10 )
20191204| . . . . 1.Symptomatic
26. | 7-REC1-1(2019/12/2 initial | Niraparib ) 1A
281(0) anaemia
89
1.Urinary tract
CMUH10 . . ) )
2019/11/1 (20191125 follow i i infection with sepsis
27. | 7-REC1-1 Niraparib 13| A
89 4 848(2) up 2 2.SHORTNESS OF
BREATH
109 # 02 * 05 p ¥ 33 F % 39 F
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CMUH10 ) Sepsis with pulmonary
2019RO0( ... . [Pracinostat/PI .
28. [6-REC1-1]2019/11/9 Initial origin [Pulmonary |23 | A
19812 acebo _
03 sepsis]
Atrial
CMUH10 ) fibrillation[Atrial
2019/12/1(2019BRO| .. . [Pracinostat/PI o
29.|6-REC1-1 Initial fibrillation] 23| A
0 19961 acebo .
03 Hemoptysis
[Haemoptysis]
Atrial fibrillation
[Atrial fibrillation]
CMUH10 . .
2019/12/1(2019BRO| follow [Pracinostat/PI Hemoptysis
30. |6-REC1-1 _ 23| A
03 0 19961 up 1 acebo [Haemoptysis]
Pulmonary sepsis
[Pulmonary sepsis]
Other Serious Criteria:
CMUH10 . . L
2018PLO | follow |Pracinostat/Pl| Medically Significant
31.|6-REC1-1(2018/7/12 i 13| A
03 14135 up 6 acebo Pneumonia
[Pneumonia]
Atrial fibrillation
[Atrial fibrillation]
Hemoptysis
CMUH10 Haemoptysis
2019/12/1|2019BRO| follow |Pracinostat/PI [ Pty ]_
32.|6-REC1-1 Pulmonary sepsis  [1,2,3] A
0 19961 up 2 acebo .
03 [Pulmonary sepsis]
Accute breathing
insufficiency
[Respiratory failure]
Myelosupression
CMUH10 _ .
2018PLO | follow |Pracinostat/Pl|[Bone marrow failure]
33.|6-REC1-1(2018/10/9 . . 13| A
03 17682 | up3 acebo Cardiac Insufficiency
[Cardiac failure]
(k] FATIH -
ey FREGIFAFZ
109 £ 02 # 05 p ¥ 34 F % 397
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CMUH105-REC1-1
39

W
11_
t

[ 24dp4 ]

*RERE S LA 1 INCA24 SUSAR listing
*E rMAFLHEF 108 047 01 p 2
09 " 30 p

[ 2idp4 ]

*:25% E 4 ¢4 RADOOL_transplant SUSAR
listing

*E rMAFLHEF 108 047 01 p 2
09 " 30 p

(% 2P#E]

*E% & ¢ # 1 RAD001_oncology SUSAR
listing

* rMARLPREF 108047 01 p 2
09 " 30 p

108 #

108 #

108 #

CMUH107-REC1-1
74

44
(A
5

(2]
Report domestic SUSAR case:
-MFR No.: 1909TWNO003676 (F5)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH107-REC1-1
26

|+
(e
&

[ % 24482 ]

*R B B AL Atezolizumab

*E ML HRE 107 £ 117 18p %
05 % 17 p

108 #

CMUH107-REC1-1
74

|+
(e
&

[H]
Report domestic SUSAR case:
-MFR No.: 1909TWNO003676 (F9)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH107-REC1-1
74

=
fg:
&

[#5]

Report domestic SUSAR case:

-MFR No.: 1911TWNO006717 (F1)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH107-REC1-1
74

[H]
Report domestic SUSAR case:
-MFR No.: 1911TWNO006717 (F3)
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-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH107-REC1-1
74

(X}
g
¥

(2]
Report domestic SUSAR case:
-MFR No.: 1912TWNO005344 (1)
-Serious criteria: Other Serious Criteria: Medically
Significant

CMUH107-REC1-1
74

44
(A
5

(2]
Report domestic SUSAR case:
-MFR No.: 1912TWNO005344 (F1)
-Serious criteria: Other Serious Criteria: Medically
Significant

CMUH105-REC1-0
01

[ 2iap ]

*:Ro & £ 4L ¢ luspatercept

*E AR L HRE

2019 # 1 % 14 p-2019 # 7% 13 p

10.

CMUH107-REC1-1
74

|+
(e
&

[#5]
Report domestic SUSAR case:
-MFR No.: 1909TWNO003676 (F8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

11.

CMUH107-REC1-1
74

|+
(e
&

[H%]
Report domestic SUSAR case:
-MFR No.: 1911TWNO006717 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

12.

CMUH103-REC1-0
75

it
\L
k3

[ 738 4 4% 4 £ p vigsr]
*u & 1 JNJ-54767414 (daratumumab)
Investigator’s Brochure Edition No.: 16
*p 2019 & 12 7 20 p

13.

CMUH104-REC1-0
39

it
\L
k3

[ % 204 ]

*RS E e LA MK3475

*x MMAFA YA 20192032 04p X
#0903 p

* pMAF A g YR 12018 £ 12 7 04 P
% 2019 # 03 * 03 p

2019
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14.

CMUH108-REC1-0
55

a—

EL R

[ 57 il i 3]

¥ gepdp 2019 # 127 18 p

15.

CMUH104-REC1-1
35

v AR

(2% 22 ]
R E S LA L CX4945
*% > M3FL B DSUR Investigator
Packet_01Nov2018-310ct2019, Annual Report
Investigator Packet_01Nov2018-310ct2019

16.

CMUH107-REC1-0
18

“%\
ﬂm
#

[z % 204 ]

*iEkSk B4 L AL 1 ASP8374

g pMARL M P 11082010 280 %

07 » 27 p

*iEkSk B4 L AL 1 ASP8374
PHFLHF 107£07 7 28 1 108 #

07 » 27 p

108 #

17.

CMUH106-REC1-0
93

ENLE

[z = 2P4F2]

*E 7 - SAXAGLIPTIN (ONGLYZA)
*g rMIRL PR 1201901 09 p 3 2019
#0777 11p

(2% 21452 ]

*iEok E i L4 1 FORXIGA (Dapagliflozin)
*g rMIFLYPREF 2018 F 127 20p 3
&£06 7 19 p

2019

18.

CMUH107-REC1-1
89

=

[ 24dp4 ]
1. Blinded Line Listing of Suspected Unexpected
Serious Adverse
Reactions (SUSARS)JNJ-212082 (abiraterone
acetate)
*REE L LA 1 INJ-212082 (abiraterone acetate)
*g 2MIFLYPREF 108F 04 29p 1 108 &
10 * 28 p

19.

CMUH108-REC1-0
30

L

[ 3 >4+ ) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions
(SUSARSs) JNJ-56021927 (apalutamide)

*R% F L AE © INJ-56021927 (apalutamide)
*E rMIFLYPEFL08£22 14p 1T 108 £ 8

113 p
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2L
pn|  rgen | JE 1IN
[ 24dp4 ]
R E Y LA MK3475
2. CMUH-104-REC1-1 my *E rMIFLPEF 2019 032 04 p I 2019
18 #0972 03p
*E AR LI B 22018 & 12 7 04 p
I 2019 # 03" 03 p
(GEIEIEIEE 2
21 CMUH106-REC1-1 . *RER % LA - MOR00208 tafasitamab
47 * rMAFA R 12018 102 19 p 3 2019
# 10 * 18 p (DSUR #7)
[ % 2148 E]
2 CMUH107-REC1-0 5 iR *E5%k ¥4 AL - FPA144 (Bemarituzumab)
71 *g prMIRA YR 2018 & 107 30 p I 2019
# 10 * 29 p (DSUR #5)
(2]
Report domestic SUSAR case:
CMUH107-REC1-1
23. 24 2 &% | -MFR No.: 1911TWNO0O06717 (F3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ 24dp4 ]
24 CMUH107-REC1-0 Br R *R % %4 LA . Regorafenib (Stivarga)
49 *g pMAFLHRF 1062097 13 p 3 108 &
127 02 p
[H%]
Report domestic SUSAR case:
CMUH107-REC1-1 | | .
25. a8 L ¥ | -MFR No.: 1912TWNO002806 (F4)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[H]
Report domestic SUSAR case:
CMUH107-REC1-1 | | , .
26. a8 A K | -MFR No.: 1912TWNO002806 (F5)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[H]
CMUH107-REC1-1 | | , . .
27. Y IE K | Report domestic SUSAR case:

88

-MFR No.: 1912TWN002806 (F6)
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B * § % S FEPF
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
DSUR (No. 09) DSUR Executive Summary for
CMUH106-REC1-0 , e A
28. 03 3 @ & | [ECs/IRBs Dapagliflozin and dapagliflozin +
metformin FDC_14 November 2019
[ 57 il &0z &)
CMUH104-REC1-1 , . :
29. 20 F A4 | * Sk & p #P ¢ M11-001 Huang Site 164 Memo
to Re-Open Enrollment_210ct2019
(GEIEIEIEES
*iEok E 4 ¢+ Abemaciclib (LY2835219)
* pMFLYPREF 120192047 15p 3 2019
CMUH103-REC1-0 £09 7 28
30. 3 g ‘ g
97 [{37i44 2p)
*3 A& > p #p @ Abemaciclib LY2835219
Investigator’s Brochure Approval
Date:12-Dec-2019
[z 24dp4 ]
31 CMUHI06-REC1-1 | .. *R % E 4 AL © Pracinostat
. gy
03 * *x pMAFL PR 2018 & 11 7 16 p 3 2019 &
11 * 15 p
CMUH107-REC1-0 | , . | [##]
32. FO N o
20 *n % SUSARBatch2, + 7 £ CIOMS
[ 24dp4 ]
_ _ * PR TP S : H
33 CMUH107-REC1-1 o o & A ¢ CSL112 or Albumin

10

* rMFELYPF 108+ 57 27 p 1 108 & 11
126 P
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tal
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4
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BT Hcg (209800 4)
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