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B % AR 3R
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
Pneumonia
[Pneumonia]
1412USA0| = bacteremia
2. | CMUH103- | 2014/11/20 initial MK-5172 ] 1.3. | A
00821 [Bacteraemia]
REC2-042 S ]
Candidemia [Systemic
candida]
Carboplatin,
) Malignant neoplasm
. paclitaxel, ]
3. |DMR100-IR| 2013/5/5 | 21370044 | Initial progression; 1 A
Ipilimumab,
B-082 Pulmonary embolism
Placebo
Pneumonia
[Pneumonia]
CMUH103- 1412USAQ |follow up bacteremia
4, 2014/11/20 MK-5172 ] 1.3. | A
REC2-042 00821 1 [Bacteraemia]
Candidemia [Systemic
candida]
ABP 215 vs
CMUH102- ROUCT201|follow up ) )
5. 2015/4/13 bevacizumab (Code Convulsion 2,3 A
REC2-093 5036051 1
not broken)
ABP 215 vs
CMUH102- ROUCT201|follow up ] ]
6. 2015/4/13 bevacizumab (Code Seizure 2,3 | A
REC2-093 5036051 2
not broken)
CMUH103- 2014US014 ) N
7. 2014/9/20 FU4 Enzalutamide Bronchitis 1,3 A
REC2-029 784
CMUH103- 2014US014 ) N
8. 2014/9/20 FU5 Enzalutamide Bronchitis 1,3 A
REC2-029 784
CMUH103- 2015JP001
9. 2015/1/22 Initial Enzalutamide Death 1 A
REC2-029 666
CMUH103- 2015JP001
10. 2015/1/22 FU1 Enzalutamide Death 1 A
REC2-029 666
SEPSIS, MULTI
carfilzomib, ORGAN FAILURE,
26-Aug-201 Follow-u
11. | CMUH102- A 2014-1871 6 melphalan, EDEMA CEREBRAL,| 2 A
p
REC2-065 Prednisone ACUTE NON STMI
(26-AUG-2014)
104 & 06 * 17 p ¥ 23 % % 45 T
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B X >R (IR L
AE L | B AP Y Vi 3 AE BE =i
5 § 05 2 %5 | wl N
SEPSIS, MULTI
carfilzomib, ORGAN FAILURE,
26-Aug-201 Follow-u
12. | CMUH102- A 2014-1871 . melphalan, EDEMA CEREBRAL, | 2,3 A
p
REC2-065 Prednisone ACUTE NON STMI
(26-AUG-2014)
ACUTE KIDNEY
carfilzomib, INJURY, SEPSIS,
Follow-u
13. | CMUH102- | 8-Oct-2014 | 2014-2225 A melphalan, THROMBOCYTOPEN| 2,3 A
REC2-065 P Prednisone IA, FEVER
(08-OCT-2014)
bortezomib, THROMBOCYTOPEN
Follow-u
14. | CMUH102- | 1-Nov-2014 | 2014-2450 3 melphalan, IA, HYPOTENSION | 2,3 A
p
REC2-065 Prednisone (01-NOV-2014)
bortezomib,
Follow-u HEART ATTACK
15. | CMUH102- |26-Oct-2014| 2014-2472 melphalan, 2,3 A
pl ) (26-0CT-2014)
REC2-065 Prednisone
THROMBOPENIA;
bortezomib,
Follow-u RESPIRATORY
16. | CMUH102- | 2-Dec-2014 | 2014-2664 melphalan, 1,2 A
p5 INFECTION
REC2-065 Prednisone
(02-DEC-2014)
RESPIRATORY
carfilzomib, FAILURE;CARDIAC
12-Dec-201 [CZECT201
17.| CMUH102- Initial melphalan, FAILURE;ACUTE 2 A
4 4097798
REC2-065 Prednisone BRONCHITIS
(12-DEC-2014)
Hypotension;Lung
) infection;Respiratory
bortezomib,
21-Dec-201 | MEXCT20 | Follow-u failure; Acute kidney
18. | CMUH102- melphalan, o _ 12 | A
4 14101240 p3 injury;Acute kidney
REC2-065 Prednisone o )
injury;Diarrhea
(21-DEC-2014)
104 # 06 * 17 p % 24 F - ¥ 45 F
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19.

CMUH102-
REC2-065

21-Dec-201
4

MEXCT20
14101240

Follow-u
p4

bortezomib,
melphalan,

Prednisone

Hypotension;Lung
infection;Respiratory
failure;Acute kidney
injury;Acute kidney

injury;Diarrhea
(21-DEC-2014)

1,2

20.

CMUH103-
REC2-042

2014/11/20

1412USA0
00821

follow up
3

MK-5172

ARDS [Acute
respiratory distress
syndrome]
Pneumonia
[Pneumonia]
bacteremia
[Bacteraemia]
Candidemia [Systemic

candida]

1.2

21.

CMUH103-
REC2-042

2014/11/20

1412USA0
00821

follow up
4

MK-5172

ARDS [Acute
respiratory distress
syndrome]
Pneumonia
[Pneumonia]
bacteremia
[Bacteraemia]
Candidemia [Systemic

candida]

1.3

22.

CMUH103-
REC2-030

2015/5/5

2015-05367
2

FOLLO
WUP: 1

#1)VITK
ANTAGONISTS
(VITK
ANTAGONISTS)

HEMATOMA

[Haematoma]

104 &= 06 * 17 p
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B X 2 PAR (R L
A€ S| F 4 P Vo E R A 25 =R
5 § 9 2 | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # | Other Serious Criteria:
30026907} Medically Significant
CMUH103- 2015-14237
23. 2015/2/22 INITIAL #2) phlegmone of flexor | 3.7 | A
REC2-030 3
ACETYLSALICYL tendon right arm
IC ACID OR [Cellulitis]
PLACEBO (Code
not broken)
Other Serious Criteria:
#1) Medically Significant
POST OPERATIVE
RIVAROXABAN
CMUH103- 2015-02832| FOLLO SHOCK [Shock] 1.2.4.
24. 2015/2/10 (RIVAROXABAN) A
REC2-030 1 WUP: 2 [ POST OPERATIVE 7
Film-coated tablet
BLEEDING [Post
{Lot # unknown}
procedural
haemorrhage]
#1 ) Rivaroxaban
(BAY59-7939) or
CMUH103- 2015-14278| FOLLO PNEUMONIA
25. 2015/4/4 Placebo (Code not _ 3 | A
REC2-030 3 WUP: 1 ) [Pneumonia]
broken) Film-coated
tablet {Lot #
#1)
CMUH103- 2015-18299 RIVAROXABAN
26. 2015/4/20 INITIAL APHASIA[Aphasia] | 3 | A
REC2-030 3 (RIVAROXABAN)
Film-coated tablet
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # | Other Serious Criteria:
30026907} Medically Significant
CMUH103- 2015-14237| FOLLO
27. 2015/2/22 #2) phlegmone of flexor | 3.7 | A
REC2-030 3 WUP: 1
ACETYLSALICYL| tendon rightarm
IC ACID OR [Cellulitis]
PLACEBO (Code
not broken)
104 & 06 * 17 p % 26 F % 45 T
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B X 2 PAR (R L
gL |FA P G E * Ay 2% =R
g |6 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
not provided} ) )
CMUH103- 2015-18301 Cardiac failure
28. 2015/4/30 INITIAL #2) ) ) 3 A
REC2-030 8 [Cardiac failure]
ACETYLSALICYL
ICACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30006324}
CMUH103- 2015-19760 CANCER [Neoplasm
29. 2014/10/17 INITIAL #2) ] 1 A
REC2-030 1 malignant]
ACETYLSALICYL
IC ACID OR
PLACEBO (Code
not broken)
The left leg vein
embolism with
#1) BAY59-7939 - N _
i phlebitis [Embolism
CMUH103- 2015-19373 Rivaroxaban vs.
30. 2015/4/20 INITIAL venous] 3 A
REC2-030 4 ASA (Code not .
The left leg vein
broken)
embolism with
phlebitis [Phlebitis]
#1 ) Rivaroxaban
vs. Placebo (Code |NON CARDIA CHEST
not broken) {Lot# | PAIN [Non-cardiac
30067367} chest pain]
CMUH103- 2015-19429
31. 2015/4/9 INITIAL #2) NON CARDIAC 3 A
REC2-030 4
ACETYLSALICYL CHEST PAIN
ICACID OR [Non-cardiac chest
PLACEBO (Code pain]
not broken)
104 # 06 * 17 p % 27T % % 45 T
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B % AR 3R
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
#1) Rivaroxaban
ACUTE PNEUMONIA
(BAY59-7939) or )
CMUH103- 2015-20328 [Pneumonia]
32. 2015/2/24 INITIAL | Placebo (Code not ) ] 3 A
REC2-030 7 depressive anxiety
broken) Film-coated| )
disorder [Depression]
tablet
#1)
CMUH103- 2015-20364 RIVAROXABAN
33. 2015/4/30 INITIAL ANAEMIA [Anaemia] | 3 A
REC2-030 4 (RIVAROXABAN)
Film-coated tablet
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103- 2015-20216 #2) Cerebral infarction
34. 2015/5/3 INITIAL _ ] 3 1A
REC2-030 4 ACETYLSALICYL| [Cerebral infarction]
IC ACID OR
PLACEBO (Code
not broken)
#1)
CMUH103- 2015-22007 RIVAROXABAN HEMOPTYSIS
35. 2015/5/1 INITIAL _ 3 1A
REC2-030 7 (RIVAROXABAN) [Haemoptysis]
Film-coated tablet
#1)
CMUH103- 2015-20364| FOLLO | RIVAROXABAN )
36. 2015/4/30 ANAEMIA [Anaemia] | 3 A
REC2-030 4 WUP: 1 | (RIVAROXABAN)
Film-coated tablet
#1)
RIVAROXABAN TOOTH
CMUH103- 2015-23212
37. 2015/4/29 INITIAL | (RIVAROXABAN) | EXTRACTION [Tooth | 3 A
REC2-030 0 ) )
Film-coated tablet extraction]
{Lot # unknown}
104 & 06 * 17 p % 28 F % 45 T
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B % AR 3R
Ay |EA p Y Vo E R 3 Ag By ER
| 6P 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # . o
Other Serious Criteria:
30049291} ) o
CMUH103- 2015-23304 Medically Significant
38. 2015/5/11 INITIAL #2) 1271 A
REC2-030 3 ABDOMINAL PAIN
ACETYLSALICYL ) )
[Abdominal pain]
ICACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABAN)
Film-coated tablet
ARTHRALGIA,
{Lot # 30016446} ]
CMUH103- 2015-03906| FOLLO MYALGIA [Arthralgia]
39. 2015/2/1 #2) A
REC2-030 8 WUP: 2 ARTHRALGIA,
ACETYLSALICYL
MYALGIA [Myalgia]
IC ACID(<=100
mg)
(ACETYLSALICY
LIC ACID)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
Other Serious Criteria:
30052217} ) o
CMUH103- 2015-14030 Medically Significant
40. 2015/4/15 INITIAL #2) A
REC2-030 9 CAPILARITIS
ACETYLSALICYL o
[Capillaritis]
IC ACID OR
PLACEBO (Code
not broken)
104 & 06 * 17 p ¥ 29 % 45 T



~TRTERFAAEE ERES( BR)

B X 2 PAR (R L
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103- 2015-20216] FOLLO #2) Cerebral infarction
41. 2015/5/3 3 A
REC2-030 4 WUP: 1 |ACETYLSALICYL| [Cerebral infarction]
IC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30030894}
CMUH103- 2015-24338 o
42. 2015/5/13 INITIAL #2) EPISTAXIS [Epistaxis]| 3 A
REC2-030 5
ACETYLSALICYL
ICACID OR
PLACEBO (Code
not broken)
NON CARDIA CHEST
#1 ) Rivaroxaban PAIN [Non-cardiac
vs. Placebo (Code chest pain]
not broken) {Lot # NON CARDIAC
30067367} CHEST PAIN
CMUH103- 2015-19429| FOLLO )
43, 2015/4/9 #2) [Non-cardiac chest 3 A
REC2-030 4 WUP: 1
ACETYLSALICYL pain]
IC ACID OR ABDOMINAL PAIN,
PLACEBO (Code EPIGASTRIC
not broken) [Abdominal pain
upper]
#1)
CMUH103- 2015-22007| FOLLO | RIVAROXABAN HEMOPTYSIS
44, 2015/5/1 . 3| A
REC2-030 7 WUP: 1 | (RIVAROXABAN) [Haemoptysis]
Film-coated tablet
104 # 06 * 17 p % 30 o %x 45 T
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45.

CMUH103-
REC2-030

2015/5/11

2015-23304
3

FOLLO
WUP: 1

#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30049291}
#2)
ACETYLSALICYL
ICACID OR
PLACEBO (Code

not broken)

Other Serious Criteria:

Medically Significant
ABDOMINAL PAIN
[Abdominal pain]

1,2

46.

CMUH103-
REC2-030

2015/5/20

2015-24410
9

INITIAL

#1)
RIVAROXABAN
(RIVAROXABAN)

Film-coated tablet

Ferropenic anaemia
[Iron deficiency

anaemia

47.

CMUH103-
REC2-030

2015/5/13

2015-24338
5

FOLLO
WUP: 1

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30030894}
#2)
ACETYLSALICYL
ICACID OR
PLACEBO (Code

not broken)

EPISTAXIS [Epistaxis]

104 &= 06 * 17 p
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48.

CMUH103-
REC2-030

2015/5/15

2015-27194
8

INITIAL

#1)
RIVAROXABAN
(RIVAROXABAN)

Film-coated tablet

Other Serious Criteria:
Medically Significant
ATRIAL
FIBRILLATION
RAPID
VENTRICULAR
RESPONSE [Atrial
fibrillation]
STENT
THROMBOSIS
[Thrombosis in device]
MYOCARDIAL
INFARCTION

[Myocardial infarction]

2,3,7

49,

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Initial

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,23

50.

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Follow-u

p1l

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,23

51.

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Follow-u

p2

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,2,3

104 &= 06 * 17 p
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B % AR 3R
e |EA P Y VR E R 3 Ag R
5, § ¥ - M ’ ’
CMUH104- » )
52. 2015/2/28 | 1547390 | Initial ALECTINIB Chest Pain 3 A
REC2-017
Pneumonia
[Pneumonia]
1412USA0 bacteremia
53. | CMUH103- | 2014/11/20 initial MK-5172 ) 1.3. | A
00821 [Bacteraemia]
REC2-042 o )
Candidemia [Systemic
candida]
Carboplatin, ]
) Malignant neoplasm
paclitaxel,
54. |DMR100-IR| 2013/5/5 | 21370044 | Initial progression; 1 A
Ipilimumab,
B-082 Pulmonary embolism
Placebo
Pneumonia
[Pneumonia]
CMUH103- 1412USAQ |follow up bacteremia
55. 2014/11/20 MK-5172 _ 1.3.| A
REC2-042 00821 1 [Bacteraemia]
Candidemia [Systemic
candida]
ABP 215 vs
CMUH102- ROUCT201|follow up ] ]
56. 2015/4/13 bevacizumab (Code Convulsion 2,3 | A
REC2-093 5036051 1
not broken)
ABP 215 vs
CMUH102- ROUCT201|follow up ] ]
57. 2015/4/13 bevacizumab (Code Seizure 2,31 A
REC2-093 5036051 2
not broken)
CMUH103- 2014US014 ) N
58. 2014/9/20 FU4 Enzalutamide Bronchitis 13 | A
REC2-029 784
CMUH103- 2014US014 ) .
59. 2014/9/20 FU5 Enzalutamide Bronchitis 1,3 A
REC2-029 784
CMUH103- 2015JP001
60. 2015/1/22 Initial Enzalutamide Death 1 A
REC2-029 666
CMUH103- 2015JP001
61. 2015/1/22 FU1 Enzalutamide Death 1 A
REC2-029 666
104 # 06 * 17 p % 33 F & 45 F
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B X >R (IR L
NE Y| B A P Y Vi 7 Ag BE =i
5 § 05 2 %5 | wl N
SEPSIS, MULTI
carfilzomib, ORGAN FAILURE,
26-Aug-201 Follow-u
62. | CMUH102- A 2014-1871 6 melphalan, EDEMA CEREBRAL,| 2 A
p
REC2-065 Prednisone ACUTE NON STMI
(26-AUG-2014)
SEPSIS, MULTI
carfilzomib, ORGAN FAILURE,
26-Aug-201 Follow-u
63. [ CMUH102- A 2014-1871 ; melphalan, EDEMA CEREBRAL, | 2,3 A
p
REC2-065 Prednisone ACUTE NON STMI
(26-AUG-2014)
ACUTE KIDNEY
carfilzomib, INJURY, SEPSIS,
Follow-u
64. | CMUH102- | 8-Oct-2014 | 2014-2225 A melphalan, THROMBOCYTOPEN| 2,3 A
p
REC2-065 Prednisone IA, FEVER
(08-0OCT-2014)
bortezomib, THROMBOCYTOPEN
Follow-u
65. | CMUH102- [ 1-Nov-2014 | 2014-2450 3 melphalan, IA, HYPOTENSION | 2,3 A
p
REC2-065 Prednisone (01-NOV-2014)
bortezomib,
Follow-u HEART ATTACK
66. | CMUH102- [26-Oct-2014| 2014-2472 melphalan, 23 | A
pl ) (26-0OCT-2014)
REC2-065 Prednisone
THROMBOPENIA;
bortezomib,
Follow-u RESPIRATORY
67. | CMUH102- | 2-Dec-2014 | 2014-2664 melphalan, 1,2 A
p5 INFECTION
REC2-065 Prednisone
(02-DEC-2014)
RESPIRATORY
carfilzomib, FAILURE;CARDIAC
12-Dec-201 [CZECT201 »
68. | CMUH102- Initial melphalan, FAILURE;ACUTE 2 A
4 4097798
REC2-065 Prednisone BRONCHITIS
(12-DEC-2014)
104 # 06 * 17 p % 34 F ¥ 45 F




- FETERRAXFEERES( #R)

¢

L P

R e
2 5o

SIS )
&

g

" 5

| d
=

7 nE 2

an >
SZ % =

69.

CMUH102-
REC2-065

21-Dec-201
4

MEXCT20
14101240

Follow-u

p3

bortezomib,
melphalan,

Prednisone

Hypotension;Lung
infection;Respiratory
failure;Acute kidney
injury;Acute kidney

injury;Diarrhea
(21-DEC-2014)

1,2

70.

CMUH102-
REC2-065

21-Dec-201
4

MEXCT20
14101240

Follow-u

p4

bortezomib,
melphalan,

Prednisone

Hypotension;Lung
infection;Respiratory
failure;Acute kidney
injury;Acute kidney

injury;Diarrhea
(21-DEC-2014)

1,2

71.

CMUH103-
REC2-042

2014/11/20

1412USA0
00821

follow up
3

MK-5172

ARDS [Acute
respiratory distress
syndrome]
Pneumonia
[Pneumonia]
bacteremia
[Bacteraemia]
Candidemia [Systemic

candida]

1.2

72.

CMUH103-
REC2-042

2014/11/20

1412USA0
00821

follow up
4

MK-5172

ARDS [Acute
respiratory distress
syndrome]
Pneumonia
[Pneumonia]
bacteremia
[Bacteraemia]
Candidemia [Systemic

candida]

1.3

73.

CMUH103-
REC2-030

2015/5/5

2015-05367
2

FOLLO
WUP: 1

#1) VITK

ANTAGONISTS

(VITK

ANTAGONISTS)

HEMATOMA

[Haematoma]

104 &= 06 * 17 p
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B X 2 PAR (R L
A€ S| F 4 P TRES A 25 =R
g § 9 2 | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # | Other Serious Criteria:
30026907} Medically Significant
CMUH103- 2015-14237
74. 2015/2/22 INITIAL #2) phlegmone of flexor | 3.7 | A
REC2-030 3
ACETYLSALICYL| tendon right arm
IC ACID OR [Cellulitis]
PLACEBO (Code
not broken)
Other Serious Criteria:
#1) Medically Significant
POST OPERATIVE
RIVAROXABAN
CMUH103- 2015-02832| FOLLO SHOCK [Shock] 1.2.4.
75. 2015/2/10 (RIVAROXABAN) A
REC2-030 1 WUP: 2 [ POST OPERATIVE 7
Film-coated tablet
BLEEDING [Post
{Lot # unknown}
procedural
haemorrhage]
#1 ) Rivaroxaban
(BAY59-7939) or
CMUH103- 2015-14278| FOLLO PNEUMONIA
76. 2015/4/4 Placebo (Code not _ 3 | A
REC2-030 3 WUP: 1 ) [Pneumonia]
broken) Film-coated
tablet {Lot #
#1)
CMUH103- 2015-18299 RIVAROXABAN
77. 2015/4/20 INITIAL APHASIA[Aphasia] | 3 | A
REC2-030 3 (RIVAROXABAN)
Film-coated tablet
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # | Other Serious Criteria:
30026907} Medically Significant
CMUH103- 2015-14237| FOLLO
78. 2015/2/22 #2) phlegmone of flexor | 3.7 | A
REC2-030 3 WUP: 1
ACETYLSALICYL| tendon rightarm
IC ACID OR [Cellulitis]
PLACEBO (Code
not broken)
104 & 06 * 17 p % 36 F % 45 T
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B X 2 PAR (R L
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
not provided} ) )
CMUH103- 2015-18301 Cardiac failure
79. 2015/4/30 INITIAL #2) ) ) 3 A
REC2-030 8 [Cardiac failure]
ACETYLSALICYL
ICACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30006324}
CMUH103- 2015-19760 CANCER [Neoplasm
80. 2014/10/17 INITIAL #2) ] 1 A
REC2-030 1 malignant]
ACETYLSALICYL
IC ACID OR
PLACEBO (Code
not broken)
The left leg vein
embolism with
#1) BAY59-7939 - N _
i phlebitis [Embolism
CMUH103- 2015-19373 Rivaroxaban vs.
81l. 2015/4/20 INITIAL venous] 3 A
REC2-030 4 ASA (Code not .
The left leg vein
broken)
embolism with
phlebitis [Phlebitis]
#1 ) Rivaroxaban
vs. Placebo (Code |NON CARDIA CHEST
not broken) {Lot# | PAIN [Non-cardiac
30067367} chest pain]
CMUH103- 2015-19429
82. 2015/4/9 INITIAL #2) NON CARDIAC 3 A
REC2-030 4
ACETYLSALICYL CHEST PAIN
ICACID OR [Non-cardiac chest
PLACEBO (Code pain]
not broken)
104 # 06 * 17 p % 37T % 45 T
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B % AR 3R
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
#1) Rivaroxaban
ACUTE PNEUMONIA
(BAY59-7939) or )
CMUH103- 2015-20328 [Pneumonia]
83. 2015/2/24 INITIAL | Placebo (Code not ) ] 3 | A
REC2-030 7 depressive anxiety
broken) Film-coated| )
disorder [Depression]
tablet
#1)
CMUH103- 2015-20364 RIVAROXABAN
84. 2015/4/30 INITIAL ANAEMIA [Anaemia] | 3 A
REC2-030 4 (RIVAROXABAN)
Film-coated tablet
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103- 2015-20216 #2) Cerebral infarction
85. 2015/5/3 INITIAL _ ) 3 | A
REC2-030 4 ACETYLSALICYL| [Cerebral infarction]
IC ACID OR
PLACEBO (Code
not broken)
#1)
CMUH103- 2015-22007 RIVAROXABAN HEMOPTYSIS
86. 2015/5/1 INITIAL _ 3 1A
REC2-030 7 (RIVAROXABAN) [Haemoptysis]
Film-coated tablet
#1)
CMUH103- 2015-20364| FOLLO | RIVAROXABAN )
87. 2015/4/30 ANAEMIA [Anaemia] | 3 A
REC2-030 4 WUP: 1 | (RIVAROXABAN)
Film-coated tablet
#1)
RIVAROXABAN TOOTH
CMUH103- 2015-23212
88. 2015/4/29 INITIAL | (RIVAROXABAN) [EXTRACTION [Tooth| 3 | A
REC2-030 0 ) )
Film-coated tablet extraction]
{Lot # unknown}
104 # 06 * 17 p % 38 F % 45 F
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B % AR 3R
Ay |EA p Y Vo E R 3 Ag By ER
| 6P 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # . o
Other Serious Criteria:
30049291} ) o
CMUH103- 2015-23304 Medically Significant
89. 2015/5/11 INITIAL #2) 1271 A
REC2-030 3 ABDOMINAL PAIN
ACETYLSALICYL ) )
[Abdominal pain]
ICACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABAN)
Film-coated tablet
ARTHRALGIA,
{Lot # 30016446} ]
CMUH103- 2015-03906| FOLLO MYALGIA [Arthralgia]
90. 2015/2/1 #2) A
REC2-030 8 WUP: 2 ARTHRALGIA,
ACETYLSALICYL
MYALGIA [Myalgia]
IC ACID(<=100
mg)
(ACETYLSALICY
LIC ACID)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
Other Serious Criteria:
30052217} ) o
CMUH103- 2015-14030 Medically Significant
91. 2015/4/15 INITIAL #2) A
REC2-030 9 CAPILARITIS
ACETYLSALICYL o
[Capillaritis]
IC ACID OR
PLACEBO (Code
not broken)
104 # 06 * 17 p % 39 % 45 T
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B X 2 PAR (R L
Ay |EA p Y Vo E R 3 Ag By ER
g |6 2y | ul N
#1) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103- 2015-20216] FOLLO #2) Cerebral infarction
92. 2015/5/3 3 A
REC2-030 4 WUP: 1 |ACETYLSALICYL| [Cerebral infarction]
ICACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30030894}
CMUH103- 2015-24338 o
93. 2015/5/13 INITIAL #2) EPISTAXIS [Epistaxis]| 3 A
REC2-030 5
ACETYLSALICYL
ICACID OR
PLACEBO (Code
not broken)
NON CARDIA CHEST
#1 ) Rivaroxaban PAIN [Non-cardiac
vs. Placebo (Code chest pain]
not broken) {Lot # NON CARDIAC
30067367} CHEST PAIN
CMUH103- 2015-19429| FOLLO )
94, 2015/4/9 #2) [Non-cardiac chest 3 A
REC2-030 4 WUP: 1
ACETYLSALICYL pain]
IC ACID OR ABDOMINAL PAIN,
PLACEBO (Code EPIGASTRIC
not broken) [Abdominal pain
upper]
#1)
CMUH103- 2015-22007| FOLLO | RIVAROXABAN HEMOPTYSIS
95. 2015/5/1 ) 3 A
REC2-030 7 WUP: 1 | (RIVAROXABAN) [Haemoptysis]
Film-coated tablet
104 # 06 * 17 p % 40 B o % 45 T
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96.

CMUH103-
REC2-030

2015/5/11

2015-23304
3

FOLLO
WUP: 1

#1) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30049291}
#2)
ACETYLSALICYL
ICACID OR
PLACEBO (Code

not broken)

Other Serious Criteria:

Medically Significant
ABDOMINAL PAIN
[Abdominal pain]

1,2

97.

CMUH103-
REC2-030

2015/5/20

2015-24410
9

INITIAL

#1)
RIVAROXABAN
(RIVAROXABAN)

Film-coated tablet

Ferropenic anaemia
[Iron deficiency

anaemia

98.

CMUH103-
REC2-030

2015/5/13

2015-24338
5

FOLLO
WUP: 1

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30030894}
#2)
ACETYLSALICYL
ICACID OR
PLACEBO (Code

not broken)

EPISTAXIS [Epistaxis]

104 &= 06 * 17 p
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99.

CMUH103-
REC2-030

2015/5/15

2015-27194
8

INITIAL

#1)
RIVAROXABAN
(RIVAROXABAN)

Film-coated tablet

Other Serious Criteria:
Medically Significant
ATRIAL
FIBRILLATION
RAPID
VENTRICULAR
RESPONSE [Atrial
fibrillation]
STENT
THROMBOSIS
[Thrombosis in device]
MYOCARDIAL
INFARCTION

[Myocardial infarction]

2,3,7

100

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Initial

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,23

101

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Follow-u

p1l

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,23

102

CMUH102-
REC2-065

2015/3/28

TURCT201
5032654

Follow-u

p2

carfilzomib,
melphalan,

Prednisone

RESPIRATORY
FAILURE,
CONGESIVE HEART
FAILURE,
CONGESIVE HEART
FAILURE
(28-MAR-2015)

1,2,3

104 &= 06 * 17 p
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CMUH104- . .
103 2015/2/28 | 1547390 | Initial ALECTINIB Chest Pain 3 A
REC2-017
Pneumonia
[Pneumonia]
1412USA0 bacteremia
104| CMUH103- | 2014/11/20 initial MK-5172 ) 1.3. | A
00821 [Bacteraemia]
REC2-042 N .
Candidemia [Systemic
candida]
Carboplatin, ]
) Malignant neoplasm
paclitaxel,
105|DMR100-IR| 2013/5/5 | 21370044 | Initial progression; 1 A
Ipilimumab,
B-082 Pulmonary embolism
Placebo
Pneumonia
[Pneumonia]
CMUH103- 1412USAQ |follow up bacteremia
106 2014/11/20 MK-5172 _ 1.3.| A
REC2-042 00821 1 [Bacteraemia]
Candidemia [Systemic
candida]
ABP 215 vs
CMUH102- ROUCT201|follow up _ _
107 2015/4/13 bevacizumab (Code Convulsion 2,31 A
REC2-093 5036051 1
not broken)
ABP 215 vs
CMUH102- ROUCT201|follow up _ )
108 2015/4/13 bevacizumab (Code Seizure 2,31 A
REC2-093 5036051 2
not broken)
CMUH103- 2014US014 ) N
109 2014/9/20 FU4 Enzalutamide Bronchitis 13 | A
REC2-029 784
CMUH103- 2014US014 ) N
110 2014/9/20 FU5 Enzalutamide Bronchitis 13 A
REC2-029 784
CMUH103- 2015JP001
111 2015/1/22 Initial Enzalutamide Death 1 A
REC2-029 666
CMUH103- 2015JP001
112 2015/1/22 FU1 Enzalutamide Death 1 A
REC2-029 666
(3R] R AT -
104 # 06 * 17 p % 43 F o 45 T
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1. CMUH103-REC2-098 N “ith i p % 104 % 031 31 9
[ 59 wid &)
* 3 p # 12014 & 04 ¢ 08 p
2. DMR96-IRB-081 M o
( ’:Z 4 :u_%ifrfg \i’r]
* 3 p # 12015 # 03 ¢ 31 p
3. DMR100-IRB-024 B4E [Zx2%428 3]
[ % >4HEL]
A . *E%E LA Lacosamide
- - Y
- | CMUHLO2-REC2-118 P %% 2 Ag2 B 1034 090 01 p 2 104 & 02 ¥
28 p
[z % >4HEL)]
. . *E%E LA Lacosamide
- - T Y
o | SMURLOSREC2033 T %% i 4p2 W i 103£09 01p 3 104 £ 02
28 p
[ % >HEL)]
*iEek E 1 L AL T NO-GP
_ _ 3 B ¥ 4
6. CMUHI03-REC2-076 A&7 * MMAR 2 2103 4# 10 7 01 p & 104 # 03 7
31 p
[ %57 i oot &)
7. DMR101-IRB2-274 LA wit 3 g 45 104 05 1 06 p
[2]
8. CMUH103-REC2-039 i%p A g EE B ALAR £ 5L A
R 2 sE 0 & = o
[#]
*I % © CIOMS Form
9. CMUH103-REC2-117 L46¥ | 19-Apr-2015: 2015-1686-0114/v1(1) - Follow-up 1 -
USA
30-Apr-2015: 2015-1686-0151/v0(0) - Initial - Australia
(EEIEEIEE-E
*R5% ¥ ¢ AL ¢ Lapatinib/Trastuzumab
10. DMR96-IRB-023 ERS:
¥ *% MM LW 103 £ 10 7 01 p % 104 # 04
30 p
11. | DMR99-IRB-241 1R THE 2L
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- FETERRAXFEERES( #R)

+ ¥

idFA
*E % & ¢ #:GSK1349572 (dolutegravir)
*x p3pL B 0 PSRI010ct2014-30Apr2015

(LAraiges 24 ]
12. | DMR99-IRB-183 EH I EA VL
*p g 104 & 057 05 p

(LATaiges 24 ]
13. CMUH103-REC2-100 FL R | *k4 ! Edition 12
*p #p 1 01-May-2015

CEIER - ZED
14. | CMUH103-REC2-152 Fea | %% Edition 12
*p # : 01-May-2015

[z 2142 ]
15. | CMUH102-REC2-080 LAY | *#mEF LA denosumab
*% > AF2 HEF - 010ct2014 - 30Apr2015

3~ 3tg (2pF104)
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