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Pneumonia,

ABP 215 vs Sepsis,

CMUH102-R
2014/8/21 |NLDCT2014066892|Followup 1| bevacizumab Bilirubin elevated, 2,3 A

EC2-093
(Code not broken) Consciousness

decreased

Cerebral hernia [Brain

herniation]

DMR99-1RB- Right side basal
2013/1/31 2013JP810513 FU3 Beraprost sodium 1,3 A
081 ganglia cerebral

haemorrhage [Basal

ganglia haemorrhage]

Cerebral hernia [Brain

herniation]

DMR99-1RB- Right side basal
2013/1/31 2013JP810513 FU4 Beraprost sodium 1,3 A
081 ganglia cerebral

haemorrhage [Basal

ganglia haemorrhage]
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DMR101-IRB
2-271

2014/8/22

PTW2014TW10588

01-005/

0

follow upl

Nilotinib/Tasigana

DIC [Disseminated

Multiple brain ICH

intravascular

coagulation];

[Cerebral
haemorrhage];
Cardiac arrest
[Cardiac arrest]; 1
Hyperleukocytosis
[Leukocytosis];
Acute blast crisis
[Blast crisis in
myelogenous
leukaemial;

Vomiting [Vomiting]

CMUH102-R
EC2-137

2014/8/6

2014-BI-37523BI(1)| fo

llow up 1

Trajenta® /
Linagliptin

HIGH GGT, HIGH
ALCALIN
PHOSPHATASE,

Case level outcome,

CMUH102-R
EC2-137

20147717

2014-B1-32991BI(2)

ACUTE KIDNEY
INJURY,
WORSENING
CHRONIC
ANAEMIA, CHEST
PAINS, ACOPIA,

follow up 2

Trajenta® /
Linagliptin

DECOMPENSATING

GASTROENTERITIS

COUGH,
CONGESTIVE
CARDIAC

FAILURE, CKD llI,

, FALL, DIZZINESS,

CMUH102-R

EC2-137

2014/7/23

2014-B1-34018BI(1)

follow up 1

Trajenta® /
Linagliptin

SEVERE RENAL

FAILURE
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ATYPICAL
PNEUMONIA,
OTITIS MEDIA,;
PRURITIC
CMUH102-R 2013-RU-01033BP( Trajenta® /
8. 2013/7/19 follow up 6 RASH-LEFT UPPER | 3 A
EC2-137 6) Linagliptin
ARM;
ABDOMINAL PAIN;
NAUSEA,
VOMITING
CMUH102-R Trajenta® /
9. 2014/8/5 |2014-BI1-44664BI(1)| follow up 1 HYPOGLYCEMIA 3 A
EC2-137 Linagliptin
CMUH102-R Trajenta® /
10. 2014/8/5 |2014-BI-44664BI1(2)| follow up 2 HYPOGLYCEMIA 3 A
EC2-137 Linagliptin
CMUH102-R Trajenta® /
11. 2014/8/5 |2014-BI1-44664BI1(0)| initial HYPOGLYCEMIA 3 A
EC2-137 Linagliptin
CMUH102-R Trajenta® / BLADDER
12. 2014/8/22 |2014-B1-45150BI(1)| follow up 1 3 A
EC2-137 Linagliptin TUMOUR
PAPILLARY
CARCINOMA
CMUH102-R 2013-RU-00468BP( Trajenta® / URINARY
13. 2013/4/5 follow up 11 3,7 A
EC2-137 11) Linagliptin BLADDER, BENIGN
PROSTATIC
HYPERPLASIA
PANCREAS HEAD
CARCINOMA,
CMUH102-R 2014-BI1-01338BI(1 Trajenta® / ELEVATED LIVER
14. 2013/7/18 follow up 12 7 A
EC2-137 4) Linagliptin ENZIMES, WEIGHT
LOSS, EPIGASTRIC
PAIN
CMUH102-R Trajenta® / HYPERTRANSAMI
15. 2014/9/19 |2014-BI-45149BI(0)| initial 7 A
EC2-137 Linagliptin NASEMIA
CMUH102-R Trajenta® / BLADDER
16. 2014/8/22 |2014-B1-45150BI(0)| initial 3 A
EC2-137 Linagliptin TUMOUR
103 & 12 % 03 p % 19 F % 38 |
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DECREASED
CMUH102-R Trajenta® / RENAL FUNCTION,
17. 2014/2/3 |2014-BI1-23641BI(2)| follow up 2 3 A
EC2-137 Linagliptin CHRONIC KIDNEY
DISEASE
LOSS OF CONTROL
OF BLOOD SUGAR,
DEMENTIA
AGGRAVATED,
CMUH102-R 2014-BI-13952NB( Trajenta® / OVERACTIVE
18. 2013/7/2 follow up 1 3 A
EC2-137 1) Linagliptin BLADDER, GOT
INCREASED, GPT
INCREASED, URIC
ACID LEVEL
INCREASED
CMUH102-R 2014-BI-39196NB( Trajenta® / Hypoglycaemic
19. 2014/5/13 follow up 3 3 A
EC2-137 3) Linagliptin attack, Uraemia
VIRAL
CMUH102-R Trajenta® /
20. 2014/8/5 |2014-BI1-44664BI(3)| follow up 3 MENINGITIS; 3 A
EC2-137 Linagliptin
RENAL FAILURE
WORSENING OF
CHRONIC RENAL
CMUH102-R Trajenta® / FAILURE,
21 2012/7/12 |2014-BI1-33168BI(6)| follow up 6 7 A
EC2-137 Linagliptin WORSENING OF
CHRONIC RENAL
FAILURE
CMUH102-R Trajenta® /
22. 2014/9/22 |2014-B1-46931BI(0)| initial LOWER BACK PAIN| 3 A
EC2-137 Linagliptin
LEFT ATRIAL
APPENDAGE
CMUH103-R THROMBUS
23. 2014/7/31 2014-126353 Follow1 |RIVAROXABAN 3 A
EC2-030 PERSISTENT
ATRIAL
FIBRILLATION

103 & 12 7 03 p ¥ 20 F > x 38 |
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1.Rivaroxaban vs.
Placebo
CMUH103-R
24. 2014/8/30 2014-134124 Follow2 | 2. ACETYLSALI GASTRITIS 3 A
EC2-030
CYLIC ACID OR
PLACEBO
CMUH103-R RENAL
25. 2014/9/11 2014-142929 INITIAL |RIVAROXABAN 3.7 A
EC2-030 INSUFFICIENCY
STENT
CMUH103-R THROMBOSIS
26. 2014/9/29 2014-149707 INITIAL |RIVAROXABAN 234 | A
EC2-030 [Thrombosis in
device]
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103-R FOLLOWU #2) GASTRITIS
27. 2014/8/30 2014-134124 3 A
EC2-030 P:3 ACETYLSALICY [Gastritis]
LIC ACID OR
PLACEBO(Code
not broken)
STENT
CMUH103-R FOLLOWU THROMBOSIS
28. 2014/9/28 2014-149707 2.3. A
EC2-030 P:1 RIVAROXABAN [Thrombosis in
device]
1.ANAL BLEEDING
[Anal haemorrhage]
CMUH103-R VITK
29. 2014/10/6 2014-155024 INITIAL 2.IRON 3 A
EC2-030 ANTAGONISTS
DEFICIENCY
ANEMIA
Other Serious Criteria:
Medically Significant
CMUH103-R
30. 2014/9/27 2014-156100 INITIAL |RIVAROXABAN LEFT ATRIAL 7 A
EC2-030
THROMBUS [Atrial
thrombosis]
103 & 12 % 03 p % 21 F > 38 F




% 2 % = -
PRFRCFTHRFRAIGRLAGE-FALR 4
-~ PRZERFI B L EREE(L pKR)
B . -
; AESE | BAPY | 2PFLGE | LY | TRES 7 g L |32
e
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103-R #2) ACUTE
31 2014/8/17 2014-145825 INITIAL 3 A
EC2-030 ACETYLSALICY| PANCREATITIS
LIC ACID OR
PLACEBO(Code
not broken)
#1 ) Rivaroxaban
vs. Placebo
#2)
CMUH103-R FOLLOWU ACUTE
32. 2014/7/117 2014-145825 ACETYLSALICY 3 A
EC2-030 P:1 PANCREATITIS
LIC ACID OR
PLACEBO(Code
not broken)
1.ANAL BLEEDING
[Anal haemorrhage]
CMUH103-R FOLLOWU VIT K
33. 2014/10/6 2014-155024 2.ANGINA 3 A
EC2-030 P:1 ANTAGONISTS
PECTORIS [Angina
pectoris]
BRAIN
DMR97-IRB- BIBF 1120 METASTASES
34. 2012/6/23 | 2012-BP-14474BP |follow up 10 3 A
186 /Placebo (Metastases to central
nervous system)
MALIGNANT
DMR97-IRB- BIBF 1120 NEOPLASM
35. 2013/7/13 | 2010-BP-08208BP |follow up 10 1,3 A
186 [/Placebo PROGRESSION
GRADE 5 (CTCAE)
PANCREATITIS,
CMUH102-R Trajenta® /
36. 2014/5/31 |2014-B1-26514BI(4)| follow up 4 ELEVATED ALT, 37 A
EC2-137 Linagliptin
ELEVATED AST
103 & 12 % 03 p % 22 % 38 T
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37.

CMUH102-R
EC2-137

2014/4/9

2014-B1-20916BI(6)

follow up 6

Trajenta® /
Linagliptin

CHEST PAIN,
TARRY STOOL,
HYPOGLYCEMIA,
ANEMIA, ANAL
BLEEDING, LEFT
UPPER URETER
STONE, LEFT
HYDRONEPHROSIS
AND
HYDROURETER,
CREATININE
INCREASED

38.

CMUH102-R
EC2-137

2014/1/30

2014-RD-00065EU(
6)

follow up 6

Trajenta® /
Linagliptin

RECTOSIGMOID
CARCINOMA,
ANASTOMIC LEAK,
REVERSAL OF
LOOP ILEOSTOMY

39.

CMUH102-R
EC2-137

2014/6/11

2014-B1-32604NB(
1

follow up 1

Trajenta® /
Linagliptin

DEATH
UNEXPLAINED;
DEEP VEIN
THROMBOSIS LEFT
LEG; PANCREATIC
CARCINOMA

137

40.

CMUH102-R
EC2-137

2013/11/8

2014-BI-31689NB(
3)

follow up 3

Trajenta® /
Linagliptin

Polymyalgia
rheumatic;
Constipation;

Insomnia

41.

CMUH102-R
EC2-137

2014/5/31

2014-BI-26514BI(5)

follow up 5

Trajenta® /

Linagliptin

PANCREATITIS;
ELEVATED ALT;
ELEVATED AST

37

42.

CMUH102-R
EC2-137

UNK

2014-B1-50285B1(0)

initial

Trajenta® /
Linagliptin

Swelling of legs

excebration

103 # 12 * 03 p
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43.

CMUH102-R
EC2-137

2014/04

2014-BI-50317BR(0

)

initial

Trajenta® /
Linagliptin

WORSENING OF
DIARRHEA
(DIFFICULTY IN
PERFORMING HER
ACTIVITIES);
DEHYDRATION

44,

CMUH102-R
EC2-137

2012/6/8

2014-BI-37523BI(2)

follow up 2

Trajenta® /
Linagliptin

HIGH GGT [AND
HIGH ALCALIN

PHOSPHATASE],
[HIGH GGT AND]
HIGH ALCALIN
PHOSPHATASE

45.

CMUH102-R
EC2-137

2014/1/16

3)

2014-BI-40470NB(

follow up 3

Trajenta® /
Linagliptin

Sudden death

46.

DMR101-IRB
1-148

2013/9/11

2013-1512(9)

Follow Up 9

carfilzomib/

dexamethasone

1.ACUTE
PNEUMONIA
2.ACUTE HEART
FAILURE

1,2,
3,7

47.

DMR101-IRB
1-148

2014/8/11

2014-1756(4)

Follow Up 4

bortezomib/

dexamethasone

1.CONVULSION
2.AMPULLA
CARDIOMYOPATH
Y
3.DEPRESSED
LEVEL OF
CONSCIOUSNESS
4VOMIT

2,3

DMR101-IRB

48.
1-148

2014/4/4

2014-0794(12)

Follow Up
12

bortezomib/

dexamethasone

1. ACUTE
RESPIRATORY
FAILURE
2.0TTHOSTATIC

2,3

HYPOTENSION

103 # 12 * 03 p
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e
1.CONVULSION
2.AMPULLA
CARDIOMYOPATH
DMR101-IRB bortezomib/ Y
49. 2014/8/11 2014-1756(5)  |Follow Up 5 2,3 A
1-148 dexamethasone 3.DEPRESSED
LEVEL OF
CONSCIOUSNESS
4.VOMIT
DMR101-IRB POSSIBLE
50. 2014/6/23 2014-1448(1) Follow Up 1 carfilzomib 2,3 A
1-148 CHOLECYSTITIS
1.DIC
2.ACUTE KIDNEY
INJURY
DMR101-IRB 3.PULMONARY
51. 2014/2/28 2014-0464(6) Follow Up 6 carfilzomib 2,3 A
1-148 OEDEMA
4 HYPERVISCOSIT
Y
5.RASH
1.CARDIAC
carfilzomib/
DMR101-IRB FAILURE 1,2,
52. 2014/3/26 2014-0674(9) Follow Up 9 melphalan/ A
1-148 2.PULMONARY 3,7
prednisone
EDEMA
DMR101-IRB
53. UNK 2014-2211(0) Initial carfilzomib SUDDEN DEATH 1 A
1-148
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
ACUTE OR
30026285}
CMUH103-R CHRONIC RENAL
54, 2014/8/14 2014-130634 INITIAL #2) 3 A
EC2-030 FAILURE [Renal
ACETYLSALICY
failure acute]
LIC ACID OR
PLACEBO (Code
not broken)

103 # 12 * 03 p
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55.

CMUH103-R

2014/8/30
EC2-030

2014-131852

INITIAL

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30003983}
#2)
ACETYLSALICY
LIC ACID OR
PLACEBO (Code

not broken)

PANCREATITIS/OBS

PANCREATITIS/OBS

JAUNDICE [Jaundice

TRUCTIVE
JAUNDICE
[Pancreatitis]

BILE MUD

TRUCTIVE

cholestatic]

56.

CMUH103-R
EC2-030

2014/8/30

2014-131852

FOLLOWU
P:1

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30003983}
#2)

ACETYLSALICY
LIC ACID OR
PLACEBO (Code

not broken)

Suspected biliary

sludge pancreatitis

transient [Pancreatitis]

Suspected biliary
sludge pancreatitis
transient

[Cholelithiasis]

57.

CMUH103-R
EC2-030

2014/8/30

2014-131962

INITIAL

#1 ) Rivaroxaban

30011650}

#2)

LIC ACID OR

not broken)

vs. Placebo (Code

not broken) {Lot #

ACETYLSALICY

PLACEBO (Code

VISIT IN ER AFTER
FALL FROM A
LADDER AND LOSS
OF
CONSCIOUSNESS
[Fall]
VISIT IN ER AFTER
FALL FROM A
LADDER AND LOSS
OF
CONSCIOUSNESS

[Loss of

consciousness]

103 # 12 * 03 p
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e
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot#| WORSENING OF
30011650} INSTABILITY - ER
CMUH103-R FOLLOWU
58. 2014/8/28 2014-131962 #2) VISIT ON AUG 28 3 A
EC2-030 P:1
ACETYLSALICY 2014 [Balance
LIC ACID OR disorder]
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30004455}
CMUH103-R GASTRITIS
59. 2014/8/30 2014-134124 INITIAL #2) 3 A
EC2-030 [Gastritis]
ACETYLSALICY
LIC ACID OR
PLACEBO (Code
not broken)
RIVAROXABAN
CMUH103-R FOLLOWU
60. 2014/4/10 2014-058486 (RIVAROXABA | FEVER [Pyrexia] 3 A
EC2-030 P:1
N) Film-coated
tablet
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #| Prostatic hyperplasia
30004020} [Benign prostatic
CMUH103-R
61. 2014/8/4 2014-117535 INITIAL #2) hyperplasia] 3 A
EC2-030
ACETYLSALICY| urinary retention
LIC ACID OR [Urinary retention]
PLACEBO (Code
not broken)

103 # 12 * 03 p
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62.

CMUH103-R
EC2-030

2014/8/4

2014-117535

FOLLOWU
P:1

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30004020}
#2)
ACETYLSALICY
LIC ACID OR
PLACEBO (Code

not broken)

Intraprostatic
hemorrhage [Prostatic
haemorrhage]
Prostatic hyperplasia
[Benign prostatic

hyperplasia]

63.

CMUH103-R
EC2-030

2014/7/22

2014-117908

INITIAL

#1)
RIVAROXABAN
(RIVAROXABA

N) Film-coated
tablet

ISCHEMIC STROKE

1,2,3,

64.

CMUH103-R
EC2-030

2014/7/30

2014-123562

INITIAL

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30016545}
#2)
ACETYLSALICY
LIC ACID OR
PLACEBO (Code

not broken)

ACUTE
PANCREATITIS

65.

CMUH103-R
EC2-030

2014/7/30

2014-123562

FOLLOWU
P:1

#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30016545}
#2)
ACETYLSALICY
LIC ACID OR
PLACEBO (Code

not broken)

ACUTE
PANCREATITIS

103 # 12 * 03 p
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LEFT ATRIAL
APPENDAGE
#1)
THROMBUS [Atrial
RIVAROXABAN
CMUH103-R thrombosis]
66. 2014/7/31 2014-126353 INITIAL | (RIVAROXABA 3 A
EC2-030 PERSISTENT
N) Film-coated
ATRIAL
tablet
FIBRILLATION
[Atrial fibrillation]
CMUH102-R 2013-PL-TAURX-0 LMTM/
67. 2013/10/16 initial Peptic ulcer 3 A
EC2-004 0019 Placebo
CMUH102-R 2013-PL-TAURX-0 LMTM/
68. 2013/10/16 follow up 1 Peptic ulcer 3 A
EC2-004 0019 Placebo
CMUH102-R 2013-PL-TAURX-0 LMTM/
69. 2013/10/16 follow up 2 Peptic ulcer 3 A
EC2-004 0019 Placebo
requir
ed
interv
ention
to
Cerebral
preven
CMUH102-R 2014-CA-TAURX-0 LMTM/ Microhemorrhage and
70. 2013/12/12 initial t A
EC2-004 0001 Placebo Superficial Siderosis
perma
on MRI
nent
impair
ment/
damag
e
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i
requir
ed
interv
ention
to
Cerebral
preven
CMUH102-R 2014-CA-TAURX-0 LMTM/ Microhemorrhage and
71. 2013/12/12 follow up 1 t A
EC2-004 0001 Placebo Superficial Siderosis
perma
on MRI
nent
impair
ment/
damag
e
requir
ed
interv
ention
to
Cerebral
preven
CMUH102-R 2014-CA-TAURX-0 LMTM/ Microhemorrhage and
72. 2013/12/12 follow up 2 t A
EC2-004 0001 Placebo Superficial Siderosis
perma
on MRI
nent
impair
ment/
damag
e
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i
requir
ed
interv
ention
to
Cerebral
preven
CMUH102-R 2014-CA-TAURX-0 LMTM/ Microhemorrhage and
73. 2013/12/12 follow up 3 t A
EC2-004 0001 Placebo Superficial Siderosis
perma
on MRI
nent
impair
ment/
damag
e
CMUH102-R 2014-SG-TAURX-0 LMTM/
74. 2014/1/10 initial Myositis Cellulitis 3 A
EC2-004 0005 Placebo
CMUH102-R 2014-SG-TAURX-0 LMTM/
75. 2014/1/10 follow up 1 Myositis Cellulitis 3 A
EC2-004 0005 Placebo
CMUH102-R 2014-SG-TAURX-0 LMTM/
76. 2014/1/10 follow up 2 Myositis Cellulitis 3 A
EC2-004 0005 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
77. 2014/01 initial Suicidal Ideation 7 A
EC2-004 0010 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
78. 2014/01 follow up 1 Suicidal Ideation 7 A
EC2-004 0010 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/ Metabolic
79. 2014/2/5 initial 1 A
EC2-004 0009 Placebo Encephalopathy
CMUH102-R 2014-US-TAURX-0 LMTM/ Metabolic
80. 2014/2/5 follow up 1 1 A
EC2-004 009 Placebo Encephalopathy
CMUH102-R 2014-US-TAURX-0 LMTM/ Metabolic
81. 2014/2/5 follow up 2 1 A
EC2-004 0009 Placebo Encephalopathy
CMUH102-R 2014-US-TAURX-0 LMTM/ Metabolic
82. 2014/2/5 follow up 3 1 A
EC2-004 0009 Placebo Encephalopathy
103 # 12 % 03 p % 31 F % 38 T
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83.

CMUH102-R
EC2-004

2014/3/27

2014-US-TAURX-0
0027

initial

LMTM/

Placebo

Urosepsis

requir
ed
interv
ention
to
preven
t A
perma
nent
impair
ment/
damag

e

84.

CMUH102-R
EC2-004

2014/3/27

2014-US-TAURX-0
0027

follow up 1

LMTM/

Placebo

Urosepsis

requir
ed
interv
ention
to
preven
t A
perma
nent
impair
ment/
damag

e
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e
requir
ed
interv
ention
to
preven
CMUH102-R 2014-US-TAURX-0 LMTM/
85. 2014/3/27 follow up 2 Urosepsis t A
EC2-004 0027 Placebo
perma
nent
impair
ment/
damag
e
requir
ed
interv
ention
to
preven
CMUH102-R 2014-US-TAURX-0 LMTM/
86. 2014/3/27 follow up 3 Urosepsis t A
EC2-004 0027 Placebo
perma
nent
impair
ment/
damag
e
CMUH102-R 2013-PL-TAURX-0 LMTM/
87. 2014/4/10 initial Thrombocytopenia 2 A
EC2-004 0032 Placebo
CMUH102-R 2013-PL-TAURX-0 LMTM/
88. 2014/4/10 follow up 1 Thrombocytopenia 2 A
EC2-004 0032 Placebo
CMUH102-R 2013-PL-TAURX-0 LMTM/
89. 2014/4/10 follow up 2 Thrombocytopenia 2 A
EC2-004 0032 Placebo
CMUH102-R 2013-PL-TAURX-0 LMTM/
90. 2014/4/10 follow up 3 Thrombocytopenia 2 A
EC2-004 0032 Placebo
103 & 12 % 03 p % 33 F % 38T
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CMUH102-R 2014-US-TAURX-0 LMTM/
91. 2014/5/20 initial Asthma Attack 1 A
EC2-004 0054 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
92. 2014/5/20 follow up 1 Asthma Attack 1 A
EC2-004 0054 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
93. 2014/5/29 initial Left Pons Hemorrhage| 3 A
EC2-004 0064 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
94. 2014/5/29 follow up 1 Left Pons Hemorrhage| 3 A
EC2-004 0064 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
95. 2014/6/24 initial ARIA-E 7 A
EC2-004 0111 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
96. 2014/6/24 follow up 1 ARIA-E 7 A
EC2-004 0111 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/
97. 2014/6/24 follow up 2 ARIA-E 7 A
EC2-004 0111 Placebo
CMUH102-R 2014-US-TAURX-0 LMTM/ 5 microhaemorrhages
98. 2014/6/19 initial 7 A
EC2-004 0116 Placebo <10 mm
CMUH102-R 2014-US-TAURX-0 LMTM/ 5 microhaemorrhages
99. 2014/6/19 follow up 1 7 A
EC2-004 0117 Placebo <10 mm
CMUH102-R 2014-FI-TAURX-00 LMTM/
100. 2014/7/10 initial Acute pyelonephritis | 3 A
EC2-004 119 Placebo
CMUH102-R 2014-FI-TAURX-00 LMTM/
101. 2014/7/10 follow up 1 Acute pyelonephritis | 3 A
EC2-004 119 Placebo
Microhemorrhage
CMUH102-R 2014-US-TAURX-0 LMTM/
102. 2014/5/27 initial with associated 7 A
EC2-004 0144 Placebo
headache
Microhemorrhage
CMUH102-R 2014-US-TAURX-0 LMTM/
103. 2014/5/27 follow up 1 with associated 7 A
EC2-004 0144 Placebo
headache
Acute Intracerebral
CMUH102-R 2014-RU-TAURX-0 LMTM/
104. 2014/8/16 initial Hemorrhage in the 3 A
EC2-004 0146 Placebo
Right Thalamus
Acute Intracerebral
CMUH102-R 2014-RU-TAURX-0 LMTM/
105. 2014/8/16 follow up 1 Hemorrhage in the 3 A
EC2-004 0146 Placebo
Right Thalamus
103 & 12 % 03 p % 34 F % 38T
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CMUH102-R 2014-AU-TAURX-0 LMTM/
106. 2014/9/2 initial Rectal Bleeding 3 A
EC2-004 0155 Placebo
CMUH102-R 2014-AU-TAURX-0 LMTM/
107. 2014/9/2 follow up 1 Rectal Bleeding 3 A
EC2-004 0155 Placebo
CMUH102-R 2014-AU-TAURX-0 LMTM/
108. 2014/9/2 follow up 2 Rectal Bleeding 3 A
EC2-004 0155 Placebo
DIC [Disseminated
intravascular
coagulation]
Multiple brain ICH
[Cerebral
haemorrhage]
01/005/ Cardiac arrest
DMR101-IRB
109. 2014/8/22 |PTW2014TW10588| follow up 2| Nilotinib/ Tasigna [Cardiac arrest] 1 A
2-271
0 Hyperleukocytosis
[Leukocytosis]
Acute blast crisis
[Blast crisis in
myelogenous
leukaemia]
Vomiting [Vomiting]
[AR] FRHE -
s FHEECIFARFE
%‘L i 2 ;-N.
L33 * § % A FEPN G
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*15% & Nonacog beta pegol Investigator’s Brochure Ed.5,
1. CMUH103-REC2-076 | #;/& ‘},].‘ .
Version: 1.0
*p #p 1 17-Oct-2014
(=% 2142 ]
TR E Idarucizumab
2. | CMUH103-REC2-057 | 3# & | e , ,
THEAELHF 2014072 01 p 2 2014 & 09
730 p
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R0209963) Seventeenth Version, July 2014
A 117
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[ € #72 4 « £ p ] Danoprevir (RO5190591) Thirteenth
Version, April, 2014
*R A 113
*p #2014 & 04 *
[ % ¢ i &iF 3] Dear Investigator Letter
*Z . p Hp 12014 & 06 F 23
[ DSMB ;4 & 5] SOC minutes and recommendation
*AcxG 2 p 12014 & 07 0 11 p
[H& @ FskfEndlmp]
1. H9B-MC-BCDX : Information about upcoming
addendum — additional safety monitoring for subject 6351,
6455 and 6988 (dated 23September 2014)
4. | DMR101-IRB2-076 + %P | 2. Discontinuation letter to ILLUMINATE investigators
(dated 02 October 2014): Phase 3 Study Results for
ILLUMINATE Studies BCDS and BCDT
3. DISCONTINUATION GUIDANCE DOCUMENT
For the ILLUMINATE Program (dated 9 October 2014)
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.| *#®% %4 : ABP215 vs Bevacizumab / Blinded
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CMUH103-REC2-079

[z =% 213 3R])
s & :Periodic Suspected Unexpected Serious Adverse
Reactions (SUSAR) Report Q2 2014~Q3 2014
(01-Apr-2014~ 30-Sep-2014); Version 1.0

p #p:20-Oct-2014

11.

CMUH103-REC2-076
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s & :Periodic Suspected Unexpected Serious Adverse
Reactions (SUSAR) Report Q2 2014~Q3 2014
(01-Apr-2014~ 30-Sep-2014); Version 1.0
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