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) Malignant neoplasm
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1. 2013/5/5 | 21370044 N progression; 1 A
B-082 up 1 Ipilimumab,
Pulmonary embolism
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Carboplatin, .
) Malignant neoplasm
DMR100-IR Follow paclitaxel, )
2. 2013/5/5 | 21370044 N progression; 1 A
B-082 up 2 Ipilimumab,
Pulmonary embolism
Placebo
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REC2-042

2014/11/2
0

1412USA0
00821

follow up
8

MK-5172
STUDY

PNEUMONIA
[PNEUMONIA]
ARDS [ACUTE
RESPIRATORY

DISTRESS SYNDROME]
BACTEREMIA
[BACTERAEMIA]
CANDIDEMIA
[SYSTEMIC CANDIDA]
PLEURAL
PARENCHYMAL
SCARRING [PLEURAL
FIBROSIS]

PARASEPTAL
EMPHYSEMA
[EMPHYSEMA]

1.3

CMUH103-
REC2-053

2015/7/27

2015-Bl-48
790BI

Initial

Dabigatran or
Vitamine K

antagonist

Hypovolaemic shock

2,3

CMUH103-
REC2-042

2014/11/2
0

1412USA0
00821

follow up
9

MK-5172
STUDY

ARDS [ACUTE
RESPIRATORY
DISTRESS SYNDROME]
PNEUMONIA
[PNEUMONIA]
BACTEREMIA
[BACTERAEMIA]
CANDIDEMIA
[SYSTEMIC CANDIDA]
PLEURAL
PARENCHYMAL
SCARRING [PLEURAL
FIBROSIS]
PARASEPTAL
EMPHYSEMA
[EMPHYSEMA]

1.3
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CMUH102- -
1. 2015/8/28 [ C-2015090 | Initial ARN-509 Subdural haematoma 23 | A
REC2-089
1021(0)
WORSENING OF
CMUH102- 2014-BI1-33 Trajenta® / CHRONIC RENAL
8. 2012/7/2 FU1l o 7 A
REC2-137 168BI(1) Linagliptin FAILURE, WORSENING
OF RENAL FAILURE
HAIRY CELL
CMUH102- 2014-RD-0 Trajenta® /
9. 2014/4/10 FU3 LEUKEMIA, PROSTATE | 3,4 A
REC2-137 0256EU(3) Linagliptin
CANCER
CMUH102- 2015-BI1-03 Trajenta® / . .
10. 2012/2/8 FU1 o Lipase increased 7 A
REC2-137 253BI(1) Linagliptin
CMUH102- 2015-B1-03 Trajenta® / ) )
11. 2012/2/8 FU2 Lipase increased NA | A
REC2-137 253BI1(2) Linagliptin
CMUH102- 2015-BI-39 Trajenta® /
12. 2015/7/19 | HYPOGLYCEMIA 3 1A
REC2-137 836BI(0) Linagliptin
ACUTE KIDNEY
INJURY, WORSENING
CHRONIC ANAEMIA,
CHEST PAINS, ACOPIA,
CMUH102- 2014-B1-32 Trajenta® /
13. 2014/717 FU6 o COUGH, 3 A
REC2-137 991BI(6) Linagliptin
DECOMPENSATING
CONGESTIVE CARDIAC
FAILURE, CKD I,
GASTROENTERITIS
NEPHROTIC
CMUH102- 2015-BI1-08 Trajenta® / SYNDROME, ACUTE
14. 2015/2/10 FU4 S 371 A
REC2-137 603BI(4) Linagliptin RENAL FAILURE
WORSENING
NEPHROTIC
CMUH102- 2015-BI1-08 Trajenta® / SYNDROME, ACUTE
15. 2015/2/10 FU5 S 371 A
REC2-137 603BI(5) Linagliptin RENAL FAILURE
WORSENING
CMUH102- 2015-Bl1-42 Trajenta® /
16. NA | S RENAL ANEMIA 1] A
REC2-137 737BI(0) Linagliptin

104 = 10 * 07 p




PHFFAETERRFRFIGELRES A LR ¢
- PFrERFLX

2 4§ R (L RIK)

B X AR AR E
*EMELBE AP Vit Ex I ANt =% [z =5
3 g o |% 2 B 3 5 5] FE K v = e
ACUTE KIDNEY
INJURY, WORSENING
CHRONIC ANAEMIA,
CHEST PAINS, ACOPIA,
CMUH102- 2014-BI-32 Trajenta® /
17. 2014/717 FU6 o COUGH, 3 A
REC2-137 991BI(6) Linagliptin
DECOMPENSATING
CONGESTIVE CARDIAC
FAILURE, CKD IlII,
GASTROENTERITIS
CMUH102- 2015-BI1-03 Trajenta® /
18. 2012/2/8 FU2 ELEVATEDLIPASE | NA | A
REC2-137 253BI(2) Linagliptin
CMUH102- 2015-BI1-39 Trajenta® /
19. 2015/7/19 I o HYPOGLYCEMIA 3 | A
REC2-137 836BI(0) Linagliptin
CMUH102- 2015-BI1-43 Trajenta® / CEREBRAL
20. Jul/2015 | U 3 | A
REC2-137 089BI(0) Linagliptin INFARCTION
CMUH102- 2015-Bl-42 Trajenta® /
21. NA | RENAL ANEMIA 1 A
REC2-137 737B1(0) Linagliptin
CMUH102- 2015-BI-43 Trajenta® / CEREBRAL
22. Jul/2015 I o 3 A
REC2-137 089BI(0) Linagliptin INFARCTION
HYPOGLYCAEMIA
CMUH102- 2015-Bl-44 Trajenta® / ANGINA UNSTABLE
23. 2015/8/14 FU1 o 3 A
REC2-137 882BI(1) Linagliptin DECREASED RENAL
FUNCTION
CMUH102- 2015-BI-11 Trajenta® /
24, 2014/8/7 FU3 ABDOMINAL PAIN 71 A
REC2-137 077BI(3) Linagliptin
HYPOGLYCAEMIA
CMUH102- 2015-Bl-44 Trajenta® / ANGINA UNSTABLE
25. 2015/8/14 | R 3 | A
REC2-137 882BI(0) Linagliptin DECREASED RENAL
FUNCTION
CMUH102- 2014-BI-52 Trajenta® / o
26. 2014/6/16 FU1 o Atrial fibrillation 1 A
REC2-137 426NB(1) Linagliptin
CMUH102- 2015-BI-18 Trajenta® / )
27. 2015/2/16 FU2 o Epilepsy 1 A
REC2-137 987BI(2) Linagliptin
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) Rectosigmoid cancer,
CMUH102- 2014-RD-0 Trajenta® / )
28. 2014/1/30 FU3 o Anastomotic leak, 1 A
REC2-137 0065EU(3) Linagliptin
Colorectal cancer
CMUH102- 2014-BI-25 Trajenta® / ] ]
29. 2014/4/24 FU1 o Lipase increased 1 A
REC2-137 700BI(1) Linagliptin
CMUH102- 2013-RU-0 Trajenta® / Bladder cancer, Benign
30. 2013/4/5 FU9 U _ _ 1] A
REC2-137 0468BP(9) Linagliptin prostatic hyperplasia
CMUH102- 2014-BI1-28 Trajenta® / -
31. 2014/5/16 I o Cellulitis 1 A
REC2-137 722BI(0) Linagliptin
Convulsion, Blood
CMUH102- 2013-RU-0 Trajenta® / S
32. 2013/8/30 FU4 o creatinine increased, Road [ 1 [ A
REC2-137 0898BP(4) Linagliptin ] ]
traffic accident
PANCREAS HEAD
CARCINOMA,
CMUH102- 2014-BI-01 Trajenta® / ELEVATED LIVER
33. 2013/7/18 FU15 o 3 A
REC2-137 338BI(15) Linagliptin ENZIMES, WEIGHT
LOSS, EPIGASTRIC
PAIN
CMUH103- 2015JP016 . ) ) ]
34, 2015/7/25 Initial | Enzalutamide Respiratory failure 1 A
REC2-029 111
CMUH103- 2015JP001 )
35. 2015/1/22 FU2 | Enzalutamide | Death (Reason unknown) | 1 A
REC2-029 664
GASTROINTESTINAL
#1) STROMAL TUMOR
Rivaroxaban vs.| METASTIC TO LIVER
Placebo (Code | [Gastrointestinal stromal
not broken) {Lot tumour]
# 30010038} | GASTROINTESTINAL
CMUH103- 2015-39402| FOLLO
36. 2015/5/31 #2) STROMALTUMOR [1.23.[ A
REC2-030 9 WUP: 1
ACETYLSALI | METASTIC TO LIVER
CYLICACID [Metastases to liver]
OR PLACEBO | Case Description: This
(Code not clinical study case report
broken) received from an
investigator in Canada on
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30010971} Medically Significant
CMUH103- 2015-39979 1.2.3.
37. 2015/3/20 INITIAL #2) UNSPECIFIED A
REC2-030 4 7
ACETYLSALI ADVERSE EVENT
CYLICACID [Adverse event]
OR PLACEBO
(Code not
broken)
Other Serious Criteria:
#1) Medically Significant
RIVAROXABA ACUTE KIDNEY
N INJURY [Acute kidney
CMUH103- 2015-11779| FOLLO o 1.2.3.
38. 2015/3/23 (RIVAROXAB injury] A
REC2-030 6 WUP: 3 7
AN) PNEUMONIA
Film-coated [Pneumonia]
tablet OPIOID TOXICITY
[Toxicity to various agents]
#1)
RIVAROXABA
N Other Serious Criteria:
CMUH103- 2015-18028| FOLLO Medically Significant
39. 2015/4/15 (RIVAROXAB 37 | A
REC2-030 9 WUP: 1 AN) STROKE [Cerebrovascular
accident]
Film-coated
tablet
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30038755} SHORTNESS OF
CMUH103- 2015-39534| FOLLO
40. 2015/8/4 #2) BREATH ? CAUSE
REC2-030 2 WUP: 1
ACETYLSALI [Dyspnoea]
CYLIC ACID
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban .
Acute gastric mucosal
CMUH103- 2015-36376| FOLLO |BAY59-7939 vs. ] )
41. 2015/6/22 lesion [Gastric mucosal
REC2-030 0 WUP: 5 | ASA (Code not ]
lesion]
broken) {Lot #
313388}
#1)
Rivaroxaban
(BAY59-7939)
CHRONIC EROSIVE
or Placebo
CMUH103- 2015-39389 DUODENITIS
42. 2015/6/ INITIAL| (Code not 3
REC2-030 5 EXACERBATION
broken) ) .
] [Erosive duodenitis]
Film-coated
tablet {Lot #
unknown}
#1) . i
septic arthritis left knee
BAY59-7939 - - )
) [Arthritis bacterial]
CMUH103- 2015-06262 Rivaroxaban vs. ) .
43. 2015/3/20 INITIAL septic arthritis left knee A
REC2-030 3 ASA (Code not - )
[Arthritis bacterial]
broken) {Lot # ] )
pneumonia [Pneumonia]
218329}
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30010971} Medically Significant
CMUH103- 2015-39979| FOLLO 1.2.3.
44, 2015/3/20 #2) INFECTIVE ACUTE A
REC2-030 4 WUP: 1 7
ACETYLSALI | GASTROENTERITIS
CYLICACID [Gastroenteritis]
OR PLACEBO
(Code not
broken)
#1)
ASYMPTOMATIC
Rivaroxaban vs.
SHOCK SECONDARY
Placebo (Code
TO ATRIAL
not broken) {Lot
ARRYTHMIA
# 30038755}
CMUH103- 2015-39534| FOLLO [Arrhythmia
45. 2015/8/4 #2) _ 3 A
REC2-030 2 WUP: 2 supraventricular]
ACETYLSALI
ASYMPTOMATIC
CYLICACID
SHOCK SECONDARY
OR PLACEBO
TO ATRIAL
(Code not
ARRYTHMIA [ShockK]
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30010971} Medically Significant
CMUH103- 2015-39979| FOLLO 1.2.3.
2015/3/20 #2) RIGHT UPPER LOBE A
REC2-030 4 WUP: 2
ACETYLSALI | LUNG MASS [Pulmonary
CYLICACID mass]
OR PLACEBO
(Code not
broken)
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47.

CMUH103-
REC2-030

2015/8/11

2015-40630
0

INITIAL

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30066188}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

ANGINAPECTORIS

[Angina pectoris]

48.

CMUH103-
REC2-030

2015/5/29

2015-33175
4

FOLLO
WUP: 2

#1)
RIVAROXABA
N
(RIVAROXAB
AN)
Film-coated
tablet {Lot #
UNKNOWN}

Other Serious Criteria:
Medically Significant
FEMORAL ARTERY
PSEUDOANEURYSM

[Vascular

pseudoaneurysm]

3.7

49,

CMUH103-
REC2-030

2015/7/6

2015-38081
8

FOLLO
WUP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30053444}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not

broken)

Other Serious Criteria:
Medically Significant
ANAEMIA [Anaemia]

3.7
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#1)
RIVAROXABA
N HYPOTENSION
[Hypotension]
CMUH103- 2015-40661 (RIVAROXAB
50. 2015/7/15 INITIAL DECREASED EXERCISE| 3 A
REC2-030 2 AN) )
TOLERANCE [Exercise
Film-coated
tolerance decreased]
tablet {Lot #
unknown}
#1)
RIVAROXABA
N HYPOTENSION
[Hypotension]
CMUH103- 2015-40661| FOLLO | (RIVAROXAB
51. 2015/7/15 DECREASED EXERCISE| 3 | A
REC2-030 2 WUP: 1 AN)
TOLERANCE [Exercise
Film-coated
tolerance decreased]
tablet {Lot #
unknown}
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30070027} Medically Significant
CMUH103- 2015-41010 2.3.4,
52. 2015/8/14 INITIAL #2) ACUTE RENAL A
REC2-030 4 ) 7
ACETYLSALI | FAILURE [Acute kidney
CYLICACID injury]
OR PLACEBO
(Code not
broken)
#1) . i
septic arthritis left knee
BAY59-7939 - - )
) [Arthritis bacterial]
CMUH103- 2015-06262| FOLLO |Rivaroxaban vs. ) .
53. 2015/3/20 septic arthritis left knee 3 A
REC2-030 3 WUP: 1 | ASA (Code not - )
[Arthritis bacterial]
broken) {Lot # ] )
pneumonia [Pneumonia]
218329}
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#1) : -
septic arthritis left knee
BAY59-7939 - » )
[Arthritis bacterial]
CMUH103- 2015-06262| FOLLO |Rivaroxaban vs. ) -
54, 2015/3/20 septic arthritis left knee 3 A
REC2-030 3 WUP: 2 | ASA (Code not - )
[Arthritis bacterial]
broken) {Lot # ) )
pneumonia [Pneumonia]
218329}
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30066188}
CMUH103- 2015-40630| FOLLO ANGINA PECTORIS
55. 2015/8/11 #2) _ _ 3| A
REC2-030 0 WUP: 1 [Angina pectoris]
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
BAY59-7939 - | Other Serious Criteria:
CMUH103- 2015-40985 ) ) o
56. 2015/8/24 INITIAL | Rivaroxaban vs. |  Medically Significant 37| A
REC2-030 4
ASA (Code not | Ulcus [Duodenal ulcer]
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30070027} Medically Significant
CMUH103- 2015-41010| FOLLO 2.3.4,
57. 2015/8/14 #2) ACUTE RENAL A
REC2-030 4 WUP: 1 7
ACETYLSALI | FAILURE [Acute kidney
CYLICACID injury]
OR PLACEBO
(Code not
broken)
104 # 10 » 07 p ¥ 33F X M4 7F
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30032893} Medically Significant
CMUH103- 2015-41013
58. 2015/8/24 INITIAL #2) ACUTE RENAL 7 A
REC2-030 7
ACETYLSALI | FAILURE [Acute kidney
CYLICACID injury]
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30032893} Medically Significant
CMUH103- 2015-41013| FOLLO
59. 2015/8/24 #2) ACUTE RENAL 7| A
REC2-030 7 WUP: 1
ACETYLSALI | FAILURE [Acute kidney
CYLICACID injury]
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30044498} POSTERIOR
CMUH103- 2015-41220
60. 2015/8/12 INITIAL #2) CIRCULATION 3 A
REC2-030 1
ACETYLSALI | ISCHEMIA [Ischaemia]
CYLICACID
OR PLACEBO
(Code not
broken)
104 & 10 * 07 p % 34 F % 44 T
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#1)
PROGRESSIVE
RIVAROXABA
N PULMONARY
CMUH103- | 2015/12/1 [2015-00750| FOLLO HYPERTENSION
61. (RIVAROXAB ) 3 A
REC2-030 9 9 WUP: 2 AN) [Pulmonary hypertension]
ULCUS VENTRICULI
Film-coated )
[Gastric ulcer]
tablet
#1)
BAY59-7939 -
Rivaroxaban vs.| Other Serious Criteria:
CMUH103- 2015-40985| FOLLO ASA Medically Significant
62. 2015/8/24 37| A
REC2-030 4 WUP: 1 | (ACETYLSALI | Duodenal ulcer [Duodenal
CYLIC ulcer]
ACID(<=100
mg))
#1)
Rivaroxaban
(BAY59-7939)
CHRONIC EROSIVE
or Placebo
CMUH103- 2015-39389| FOLLO DUODENITIS
63. 2015/6/ (RIVAROXAB 3 A
REC2-030 5 WUP: 1 EXACERBATION
AN) . -
] [Erosive duodenitis]
Film-coated
tablet {Lot #
unknown}
#1)
Rivaroxaban vs.
Placebo (Code | Suspected haemorrhage of
not broken) digestive tract
CMUH103- 2015-41870 #2) [Gastrointestinal
64. 2015/9/3 INITIAL 3 A
REC2-030 7 ACETYLSALI haemorrhage]
CYLICACID | ANAEMIAACHRESTIC
OR PLACEBO | [Sideroblastic anaemia]
(Code not
broken)
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#1)VITK
ANTAGONIST
SUSPECTED GASTRIC
CMUH103- 2015-41897 S(VITK )
65. 2015/8/26 INITIAL CANCER [Gastric cancer] | 3 A
REC2-030 1 ANTAGONIST
MELENA [Melaena]
S) {Lot #
unknown}
#1)
Rivaroxaban vs.
Placebo (Code
HAEMORRHAGE OF
not broken)
DIGESTIVE TRACT
CMUH103- 2015-41870| FOLLO #2)
66. 2015/9/8 (SUSPECT) 3 A
REC2-030 7 WUP: 1 | ACETYLSALI ] ]
[Gastrointestinal
CYLICACID
haemorrhage]
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code SPINAL CORD
not broken) COMPRESSION
Film-coated SECONDARY TO
tablet {Lot # MULTILEVEL DISC
CMUH103- 2015-42022 )
67. 2015/7/23 INITIAL| 30069288} DISEASE [Spinal cord 3 A
REC2-030 1 .
#2) compression]
ACETYLSALI CERVICAL
CYLICACID RADICULOPATHY
OR PLACEBO | [Cervical radiculopathy]
(Code not
broken)
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot ) o
Other Serious Criteria:
# 30042120} ) o
CMUH103- 2015-42130| FOLLO Medically Significant
68. 2015/8/26 #2) 2371 A
REC2-030 7 WUP: 1 PULMCANCER [Lung
ACETYLSALI )
neoplasm malignant]
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
Other Serious Criteria:
# 30042120}
CMUH103- 2015-42130 Medically Significant
69. 2015/8/26 INITIAL #2) 237 A
REC2-030 7 PULMCANCER [Lung
ACETYLSALI )
neoplasm malignant]
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
ACUTE CEREBRAL
Rivaroxaban vs.
INFACTION IN LEFT
Placebo (Code
PARIETAL, ACUTE
not broken) {Lot
PYELONEPHRITIS
# 30072638}
CMUH103- 2015-42173 [Cerebral infarction]
70. 2015/8/28 INITIAL #2) 3 A
REC2-030 6 ACUTE CEREBRAL
ACETYLSALI
INFACTION IN LEFT
CYLICACID
PARIETAL, ACUTE
OR PLACEBO
PYELONEPHRITIS
(Code not -
[Pyelonephritis acute]
broken)
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WORSENING SOB
[Dyspnoea]
CHEST PAIN [Chest pain]
WORSENING
#1)VITK
SHORTNESS OF
ANTAGONIST
BREATH [Dyspnoea]
CMUH103- 2015-38753 S(VITK
71. 2015/7/17 INITIAL WORSENING CHEST 3 A
REC2-030 0 ANTAGONIST
PAIN [Chest pain]
S) {Lot #
LEFT SIDE NUMBNESS
unknown} )
[Hypoaesthesia]
NON CARDIAC CHEST
PAIN [Non-cardiac chest
pain]
#1)
Rivaroxaban vs.
Placebo (Code SPINAL CORD
not broken) COMPRESSION
Film-coated SECONDARY TO
tablet {Lot # MULTILEVEL DISC
CMUH103- 2015-42022| FOLLO )
72. 2015/7/23 30069288} DISEASE [Spinal cord 3 A
REC2-030 1 WUP: 1 _
#2) compression]
ACETYLSALI CERVICAL
CYLICACID RADICULOPATHY
OR PLACEBO | [Cervical radiculopathy]
(Code not
broken)

104 = 10 * 07 p
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73.

CMUH103-
REC2-030

2015/8/28

2015-42173
6

FOLLO
WUP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30072638}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

ACUTE
PYELONEPHRITIS

[Pyelonephritis acute]

74.

CMUH103-
REC2-030

2015/9/4

2015-42384
0

INITIAL

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30039102}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

Other Serious Criteria:
Medically Significant
ACUTE WORSENING
OF GAIT [Gait

disturbance]

75.

CMUH103-
REC2-030

2013/9/20

2013-12195
5

INITIAL

#1)VITK
ANTAGONIST
S(VITK
ANTAGONIST
S)

SPURIOUS ANEURYSM
[Vascular

pseudoaneurysm]

2.3

76.

CMUH103-
REC2-030

2015/8/26

2015-41897
1

FOLLO
WUP: 1

#1)VITK
ANTAGONIST
S(VITK
ANTAGONIST
S) {Lot #

unknown}

SUSPECTED GASTRIC
CANCER [Gastric cancer]
MELENA [Melaena]
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#1)
Rivaroxaban vs.
Placebo
(PLACEBO ) o
Other Serious Criteria:
(15786)) {Lot # ) o
Medically Significant
CMUH103- 2015-42384| FOLLO | 30039102}
77. 2015/9/4 ACUTEWORSENING | 7 | A
REC2-030 0 WUP: 1 #2)
OF GAIT [Gait
ACETYLSALI
disturbance]
CYLICACID
OR PLACEBO
(Code not
broken)
Respiratory distress, Right
CMUH103- 2014SE646 ventricular failure, Brain
78. 2014/8/22 follow up| MEDI4736 o _ L,3| A
REC2-113 17 natriuretic peptide
increased
Respiratory distress, Right
CMUH103- 2014SE646 ventricular failure, Brain
79. 2014/8/22 follow up| MEDI4736 o _ L,3| A
REC2-113 17 natriuretic peptide
increased
CMUH103- 2015SE723 » ) ]
80. 2015/7/21 Initial MEDI4736 | Acute respiratory failure [ 2,3 | A
REC2-113 54
CMUH103- 2015SE723 ) )
81. 2015/7/21 follow up| MEDI4736 | Acute respiratory failure | 2,3 [ A
REC2-113 54
CMUH103- 2015SE723 o
82. 2015/7/21 follow up| MEDI4736 Renal tubular acidosis | 2,3 | A
REC2-113 54
CMUH103- | 08-Aug-2 |2015-1686-| PANCREATITIS
83. Initial CO-1686 N 2 A
REC2-117 015 0322/v0(0) (Pancreatitis)
CMUH103- | 08-Aug-2 [2015-1686- [ Follow-u PANCREATITIS
84. CO-1686 - 1 A
REC2-117 015 0322iv1(1)| p1l (Pancreatitis)
US-JNJFO
CMUH102- follow up
85. 2015/8/28 [ C-2015090 ARN-509 Subdural haematoma 23| A
REC2-089 1
1021(1)
104 # 10 » 07 p ¥ 40 F o £ 44 F
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1. Septic shock
Dabigatran or | 2. Warfarin over activity
CMUH103- 2015-Bl-46
86. 2015/8/22 FU Vitamine K 3. UTI 2,3 A
REC2-053 270BI(1)
antagonist 4. AF with rapid
ventricular response
(3R] B ATIH -
x~ FEELEFAFE
# i ,
B3 % g FAPF
CEER - RERD |
1. X2 | ©%4  BMS-931699 IB #04
CMUH103-REC2-153 )
*pdp 2015 & Q7 " 06 p
CEER - RESD |
*5 & @ IB#14 (Nivolumab) - Erratum 01
*p #1104 #08 % 11 p
2. | CMUH104-REC2-102 | #r4=ik
(8% 242472 ]
*@S% ¥y +4 0 Nivolumab
T rMAEL W 11042012 28p 3 104 07 % 03 p
(2% 242474 ]
3. | CMUH104-REC2-013 | %4 /% | *@=% %% &4 : Ticagrelor
* pMIFLHPF 104012 01p 2 104#06" 30F
[57 vz o]
*dp g 12015 & 040 17 p
4. | CMUH104-REC2-030 | =4 £ [ @ et )
*=mp 2015 # 07 % 16 B
(CEEREEED
5. | CMUH103-REC2-088 | % % B | *i<# : PF-06410293_June 2015
*p #p 12015 & 06 *
[2#=]
6. | CMUH103-REC2-039 | & P |*M% @ W% 214
[z % 2p4E2]
7. | CMUH103-REC2-037 | #)= =~ | *@#% %4 4 Daclatasvir (BMS-790052)
*% MPAFA WA 103110 169 I 104 # 07 7 03 p
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CMUH103-REC2-126

-

AN
&
Rl

[{ATa4F42p]

1. MK-5172

*r A& 110

*p iy 12015 & 77 24 p

2. MK-8742

Rk 18

*p iy 12015 & 7% 27 p

EXD!

*n % MK5172, Benefits And Risks Assessment
p ¥ : 14-Aug-2015

CMUH104-REC2-023

e

AN
&
&

[{ATa4F42p]

1. MK-5172

*iE k10

*pip 2015 & 7% 24 p

2. MK-8742

U A 18

*pdp 2015 &7 % 27 p

[##]

*n % 1 MK5172, Benefits And Risks Assessment
p ¥ : 14-Aug-2015

10.

CMUH104-REC2-078

Lt
¢
Jo

[ 3 % >134r+£ ] Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) STELARA (ustekinumab)
*:R5% ¥ 4L 1 STELARA (Ustekinumab)
* >MAEL YR 1042012 01p 3 104# 06 300p

11.

CMUH103-REC2-098

wh
&
RS

[0 E2p]
*i A& @ Edition 10 effective date: August 2015
*p # : August 2015

12.

CMUH103-REC2-133

v Ak

[y < 2472 ]
*% ¥4 4L Ruxolitinib
*E rMAFLYPF 11032100 01p 2 104E 03 31p

13.

CMUH102-REC2-115

(EEIEIETEE S |
*:k5% ¥ L4 PF-04950615
*% 2 BARLWAF 104 £010 13p 3 104# 077 12

14.

CMUH102-REC2-101

[{AraigFr£p]
*5 & @ Daclatasvir (BMS-790052) I1B# 10
*p #p £2015 & 07 * 02 p
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*5 4t Asunaprevir (BMS-650032) 1B# 09
*p g 12015 % 07 * 03 p

(e »pdp]

*# 5% ¥4 ¢4 ¢ Daclatasvir (BMS-790052)

*E rMAFLYPRF 1103 & 110 16p T 104 & 07 * 03 p

15.

CMUH102-REC2-089

LA

[zpx 2p2]
*E% F e 4L 1 ARN-509

*E > MFAHREF 103+ 12 23 p 3 104 # 06 0 22 p

16.

CMUH102-REC2-110

[{aradr2p]
3 & :\ersion 4.0
pHp:2015 & 06 * 29 p

17.

CMUH103-REC2-097

[z % 242472 ]
*35% ¥4 ¢4 1 VELCADE (bortezomib)

*E rMAFLYHPF 11032040 26 p 3 104E04 0 25

18.

DMR99-IRB-081

= A

[(FF=>%F244]

19.

CMUH104-REC2-030

Tk

[#&]
*n % ¢ MK3475 - Memo for Clarification on IB version 8,
23Apr2015.
[0 E2p]
*5 A @ Edition Number 9
*p #p 12015 & 05 * 22 p
[0 E2p]
*i A& ¢ Edition Number 10

*p g 12015 % 08 * 31p

20.

DMR98-IRB-199

[(FR+%fF2%4]

21.

CMUH102-REC2-108

[(FR+%fF2%4]

22.

DMR99-IRB-147

[ DSMB -3 il )
*4-34 15 12 p # : 9th DSMB Report, , July 17, 2015-V2.0

23.

DMR101-IRB2-271

v A8k

(2= >p4p4 ]
*ih ek ;‘ﬁ;]!’ﬂ @.ﬁ_ : AMN107

*E rMAFLHPF 11032107 01p 2 104E03 % 31p

24,

DMR100-IRB-006

& &

[{sradc2p]
oA 12

*p g 12015 % 08 * 26 p
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25. | DMR 100-IRB-162 Fpwe | (B xFE2i 4]
[{Arasrs 2]
*5 4 ¢ Asunaprevir (BMS-650032) B version #09
*p #p 12015 # 07 ¢ 03 p
26. | DMR-101-IRB2-132 By

[{A7a442p]
*3< & @ Daclatasvir (BMS-790052) IB version #10
*p #p $2015 & 07 * 02 p

2
B
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