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hemorrhage/systemic lupus
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tuberculosis/acute
DMR101-IR MX201409 [follow up respiratory failure/probable
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B2-076 005224 4 pulmonary
hemorrhage/systemic lupus
erythematosus
bacterial
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B2-076 08018 2 )
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2015-02695
0

WUP: 1

FOLLO

#1 )
Rivaroxaban vs.
Placebo (Code
not broken )
{Lot #
30012567}
#2 )
ACETYLSALI
CYLIC ACID
OR PLACEBO
( Code not
broken )

LUNG CANCER [Lung

neoplasm malignant]

CMUH103-
REC2-030

2015/2/20

2015-02767
1

INITIAL

#1 )
Rivaroxaban vs.
Placebo ( Code

not broken)

{Lot #

30022502}

#2 )

ACETYLSALI
CYLIC ACID
OR PLACEBO

( Code not
broken )

PNEUMONIA

[Pneumonia]
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2015/2/10

2015-02832
1

INITIAL

#1 )
RIVAROXABA
N
(RIVAROXA

BAN)
Film-coated

tablet {Lot #

unknown}

Other Serious Criteria:
Medically Significant
POST OPERATIVE
SHOCK [Shock]

1.2.3.
4.7
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CYLIC ACID
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( Code not
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Acute myocardial
infarction [Acute
myocardial infarction]
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legs artifical joint
substituted operations

[Joint arthroplasty]
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Rivaroxaban vs.
Placebo
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CYLICACID
(<=100 mg)
(ACETYLSA
LICYLIC

ACID)

SUDDEN DEATH
[Sudden death]

104 # 4% 22 p




PRFFAETERRFRAIRRELE Y AL ¢
-~ TR ERFF A ERES(L RIR)

B X >R (FE
AL (B4 p Vi 3 AE 2 B
5, § % 2 g | bl N
#1 )
Rivaroxaban vs.
Placebo (Code
not broken )
{Lot #
CMUH103- 2015-02695| FOLLO | 30012567} LUNG CANCER [Lung
13. 2014/12/10 1 A
REC2-030 0 WUP: 2 #2 ) neoplasm malignant]
ACETYLSALI
CYLICACID
OR PLACEBO
( Code not
broken )
#1 )
Rivaroxaban vs.
Placebo ( Code
not broken)
{Lot #
Wound infection in
30063417}
CMUH103- 2015-03078 saphenectomy
14. 2015/2/15 INITIAL ] 3 A
REC2-030 0 4 ) [Postoperative wound
infection]
ACETYLSALI
CYLICACID
OR PLACEBO
( Code not
broken )
#1 )
RIVAROXABA | Other Serious Criteria:
N Medically Significant
CMUH103- 2015-00734| FOLLO | (RIVAROXA LEFT ATRIAL
15. 2015/1/6 7 A
REC2-030 4 WUP: 1 BAN) APPENDAGE
Film-coated THROMBUS [Atrial
tablet {Lot # thrombosis]
unknown}
104 # 4% 22 p % 30 B> % 38 |
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PROGRESSION OF
41 ) CORONARY HEART
DISEASE [Coronary artery
RIVAROXABA ]
N disease]
CMUH103- 2015-00750 PROGRESSIVE
16. 2014/12/19 INITIAL| (RIVAROXA 3 A
REC2-030 9 PULMONARY
BAN)
) HYPERTENSION
Film-coated ]
[Pulmonary hypertension]
tablet
ULCUS VENTRICULI
[Gastric ulcer]
#1 )
Rivaroxaban vs.
Placebo ( Code
not broken)
{Lot #
CMUH103- 2015-02767| FOLLO | 30022502} PNEUMONIA
17. 2015/2/20 ) 3 A
REC2-030 1 WUP: 1 #2 ) [Pneumonia]
ACETYLSALI
CYLICACID
OR PLACEBO
( Code not
broken )
#1 )
RIVAROXABA
N Other Serious Criteria:
CMUH103- 2015-02832| FOLLO | (RIVAROXA Medically Significant [1.2.3.
18. 2015/2/10 A
REC2-030 1 WUP: 1 BAN) POST OPERATIVE 4.7
Film-coated SHOCK [Shock]
tablet {Lot #
unknown}
104 # 4% 22 p % 31 % 38 |
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19.

CMUH103-
REC2-030

2015/2/10

2015-02090
9

FOLLO
WUP: 1

#1 )
Rivaroxaban v:
Placebo
(PLACEBO
(15786))
{Lot #
30017179}
#2 )
ACETYLSALI
CYLIC ACID
OR PLACEBO
( Code not
broken )

S.

EROSIVE GASTRITIS

[Gastritis erosive]

20.

CMUH103-
REC2-030

2014/9/27

2014-15610
0

INITIAL

#1 )
RIVAROXABA
N
(RIVAROXA
BAN)

Film-coated

Other Serious Criteria:
Medically Significant
LEFT ATRIAL
THROMBUS [Atrial

thrombosis]

tablet

104 & 4% 22 p
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ABDOMINAL PAIN IN
CONTEXT OF LUNGS
CANCER AND
METASTASIS,
STERCOLITH WITH
SECONDARY ILEUS
[Abdominal pain]
ABDOMINAL PAIN IN
#1 ) CONTEXT OF LUNGS
Rivaroxaban vs. CANCER AND
Placebo (Code METASTASIS,
not broken ) STERCOLITH WITH
{Lot# SECONDARY ILEUS
21 CMUH103- 2015/2/4 2015-02001 INITIAL 30003054} [Lung cancer metastatic] 3| A
REC2-030 2 #2 ) ABDOMINAL PAIN IN
ACETYLSALI | CONTEXT OF LUNGS
CYLIC ACID CANCER AND
OR PLACEBO METASTASIS,
( Code not STERCOLITH WITH
broken ) SECONDARY ILEUS
[Faecalith]
ABDOMINAL PAIN IN
CONTEXT OF LUNGS
CANCER AND
METASTASIS,
STERCOLITH WITH
SECONDARY ILEUS
[Mechanical
carfilzomib,
99, CMUH102- 2014110121 2014-2312 [Follow-u melphalan, TUMOR LYSIS 13 A
REC2-065 (3) p1l SYNDROME
Prednisone
Bortezomib, THROMBOPENIA,
23. CMURL0Z- 2014/12/2 | 2014-2664 | Initial melphalan, RESPIRATORY 2,3 A
REC2-065
Prednisone INFECTION
104 # 47 22 p % 33 F % 38 F
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carfilzomib,
CMUH102- CHNCT201 Lung infection; acute left
24. 2014/12/26 Initial melphalan, 2 A
REC2-065 4101239 heart failure
Prednisone
carfilzomib,
CMUH102- CZECT201 » )
25. 2014/12/18 Initial melphalan, heart failure 1 A
REC2-065 4099537 )
Prednisone
Bortezomib,
CMUH102- MEXCT20 » )
26. 2014/12/23 Initial melphalan, Hypotension 23| A
REC2-065 14101240 )
Prednisone
carfilzomib,
CMUH102- POLCT201 | Follow-u
27. 2014/12/10 melphalan, Neutropenia 2 A
REC2-065 4096380 pl )
Prednisone
carfilzomib,
CMUH102- POLCT201
28. 2014/12/10 Initial melphalan, Neutropenia 2 A
REC2-065 4096380
Prednisone
BILATERAL
carfilzomib,
CMUH102- PNEUMONIA,
2014/6/29 |(2014-1456 | Initial melphalan, 1,2
REC2-065 RESPIRATORY
Prednisone
INSUFFICIENCY
SEPSIS; ACUTE NON
carfilzomib,
CMUH102- Follow-u STMI;MULTI ORGAN
2014/8/26 | 2014-1871 melphalan, 12,3
REC2-065 p1l FAILURE;EDEMA
Prednisone
CEREBRAL
Bortezomib,
CMUH102- THROMBOCYTOPENIA,
2014/11/1 | 2014-2450 | Initial melphalan, 2,3
REC2-065 ) HYPOTENSION
Prednisone
Bortezomib,
CMUH102- Follow-u THROMBOCYTOPENIA,
2014/11/1 | 2014-2450 melphalan, 2,3
REC2-065 p1l ) HYPOTENSION
Prednisone
Bortezomib, THROMBOPENIA;
CMUH102- Follow-u
2014/12/2 | 2014-2664 melphalan, RESPIRATORY 2,3,7
REC2-065 pl
Prednisone INFECTION
Bortezomib, THROMBOPENIA;
CMUH102- Follow-u
2014/12/2 | 2014-2664 melphalan, RESPIRATORY 2,3,7
REC2-065 p2
Prednisone INFECTION

104 & 4% 22 p % 34 F % 38 7
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Bortezomib, THROMBOPENIA;
CMUH102- Follow-u
35. 2014/12/2 |2014-2664 melphalan, RESPIRATORY 2371 A
REC2-065 p3
Prednisone INFECTION
Bortezomib, THROMBOPENIA;
CMUH102- Follow-u
36. 2014/12/2 |2014-2664 melphalan, RESPIRATORY 2371 A
REC2-065 p4 .
Prednisone INFECTION
LUNG
INFECTION;ACUTE
carfilzomib,
CMUH102- CHNCT201| Follow-u LEFT HEART FAILURE,
37. 2014/12/26 melphalan, 2 A
REC2-065 4101239 pl ACUTE LEFT HEART
Prednisone
FAILURE, RENAL
INSUFFICIENCY
LUNG
INFECTION;ACUTE
carfilzomib,
CMUH102- CHNCT201| Follow-u LEFT HEART FAILURE,
38. 2014/12/26 melphalan, 2 A
REC2-065 4101239 p2 ACUTE LEFT HEART
Prednisone
FAILURE, RENAL
INSUFFICIENCY
LUNG
INFECTION;ACUTE
carfilzomib,
CMUH102- CHNCT201| Follow-u LEFT HEART FAILURE,
39. 2014/12/26 melphalan, 23| A
REC2-065 4101239 p3 ) ACUTE LEFT HEART
Prednisone
FAILURE, RENAL
INSUFFICIENCY
BONE MARROW
SUPPRESSION;ACUTE
SUPPURATIVE
Bortezomib,
CMUH102- CHNCT201 o TONSILLITIS;PNEUMO
40. 2015/1/4 Initial melphalan, 23| A
REC2-065 5005334 ) NIA;ACUTE
Prednisone
SUPPURATIVE
TONSILLITIS;PNEUMO
NIA
carfilzomib,
CMUH102- CHNCT201
41. 2015/1/22 Initial melphalan, acute renal failure 2 A
REC2-065 5006757 )
Prednisone
104 # 4% 22 p % 35 F ¥ 38 F
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carfilzomib,
CMUH102- CHNCT201| Follow-u
42. 2015/1/22 melphalan, acute renal failure 2 A
REC2-065 5006757 pl
Prednisone
carfilzomib,
CMUH102- CZECT201 | Follow-u )
43. 2014/12/18 melphalan, heart failure 1 A
REC2-065 4099537 pl )
Prednisone
carfilzomib,
CMUH102- ITACT2015 »
44, 2015/1/6 Initial melphalan, sudden death 1 A
REC2-065 001036 )
Prednisone
Hypotension;Lung
Bortezomib, infection;Respiratory
CMUH102- MEXCT20 | Follow-u ) ) 1,2,3,
45, 2014/12/21 melphalan, failure; Acute kidney A
REC2-065 14101240 pl 7
Prednisone injury;Acute kidney
injury;Diarrhea
Hypotension;Lung
Bortezomib, infection;Respiratory
CMUH102- MEXCT20 | Follow-u 1,2,3,
46. 2014/12/21 melphalan, failure; Acute kidney A
REC2-065 14101240 pl ] o ) 7
Prednisone injury;Acute kidney
injury;Diarrhea
carfilzomib,
CMUH102- POLCT201 | Follow-u
47. 2014/12/10 melphalan, NEUTROPENIA 23 | A
REC2-065 4096380 p2
Prednisone
Bortezomib,
CMUH102- USACT201 ERYTHEMA
48. 2014/3/4 Initial melphalan, 2 A
REC2-065 5004337 MULTIFORME
Prednisone
(k] FRPHE -
x~ HEHLEARFA
g
¢ e
B > § St R FEPF
[{#7a8F1Ep]
*# A © Enzalutamide (MDV3100) IB Edition 7
1. | CMUH103-REC2-118 | X 4% & | *p # : 29 April 2014
[£6]
*n % : Enzalutamide (MDV3100) IB Edition7 *#44% 1 : 02 Jan

104 # 4% 22 p




PRFFAETFURFRAIRRLR ¥ -FALR ¢
- FRTERRTE XA LREEU PR

B * § *;f& FEM G
2015
(EE IR YR
*HE%&E P L4 0 Lacosamide
*F rPAFLHPF 20132097 01p 3 2014 %027 28
2. | CMUH102-REC2-118 ¥ ET

(EE IR YR
*:Eok ¥4 AL Lacosamide

*F rPAFLHPF 20142037 01p 3 2014 %087 31p

CEER R
3. | CMUH102-REC2-065 | # L % | *#&# : Version 14
*pdp 12014 & 12 % 10 p

CEER-RETD

4. | CMUH102-REC2-081 | i ##& | *3 4 : Edition 7

*pHp 0103 01 * 20 p

[ 2ide2 )

*IREG L AL 1 LY2127399

*E pMEARL MR 102F 122 01p % 103 &#05% 31 p
5. | DMR101-IRB2-076 i5p

[z 242 ]
RS E S LA LY2127399
*F rMEFLHPF 103206 01p 3 103& 110 30 P

[ % 2132 ]
6. | CMUH103-REC2-037 | %= ~~ |*@#% %4 L4L: Asunaprevir (BMS-650032)
*E pMEARL MR 103 F 062 21 p 3 103 & 12 % 20 p

[f 37544 <p]
7. | DMR96-IRB-054 g ﬁjﬁ *45 A @ Version 9.0
*p g 2014 & 11" 19 p

CEEE ZEED
8. | CMUH103-REC2-037 | #,% & | *i+ : 09 - Addendum 01
*p#p 1104 & 027 23 p

[z % 2pHdr2])
9. | DMR101-IRB2-274 g ﬁ;%ﬁ *:RE E $ 4L 1 OGX-011 (Custirsen )
*% 2MARZHF 103&207 2 01p 3 103& 12 31 p

CEEEEEED
10] CMUH102-REC2-101 | #5#% - | **x4 : Addendum 01 to Daclatasvir (BMS-790052) 1B# 09
*pdp 12015 & 2% 23 p

11] CMUH103-REC2-098 | # % #; | [DSMB il +]

104 & 4% 22 p % 37 F % 38 7
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*Ack i pd 0104 £ 020 17 p

12

DMR-101-IRB2-132

g
RN
&
Al

[{a7i12p]
*5< & ¢ Asunaprevir (BMS-650032) B version #08
*p g 12014 & 12 * 09 p

[{s7ai4542p]
*3% & @ Daclatasvir (BMS-790052 )
*p g 2014 & 117 12 p

[{aragpc£p])

*3% & : Addendum 01 to Daclatasvir (BMS-790052) IB version #09

*p dp 12015 & 02 * 23 p

IB version #09

13

CMUH102-REC2-080

JaragEAa L
*e & 3.0
*p #: 19 November 2014

14

CMUH104-REC2-004

[5° il iz a]

*p o p g 2015& 10 15p

15

DMR101-IRB2-277

[z 242 ]

*R % & AL ¢ Baricitinib

*F rMEFLHF 1032060 05p 3
[##]

*RoE L% a2 05Dec2014~04Jun2014 p o A 2RI S

103 & 12" 04 p

FHd

104 # 4% 22 p

$c§ (228 00 A)




