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19. REC2-137 2014/12/29 755BI(8) Fu8 Linagliptin TUMOR, RENAL 3 A
FAILURE,
PANCREATITIS
SEVERE
CMUH102- 2014-Bl-54 Trajenta® / HYPOGLYCAEMIA,
20. | ‘REco-137 | 200416 T pupiay | FUL Linaaliotin SEVERE 3 | A
glip HYPOGLYCAEMIA
EPISODE
CMUH103- 2015JP012 .
21. REC2-029 2015/5/30 042 FU2 Enzalutamide | Death (reason unknown) | 1 A
CMUH103- 2015JP005 . Jaw disorder;
22. REC2-029 2015/3/12 839 FU3 Enzalutamide Cerebrovascular accident 3 A
BAY q 3939/
CMUH103- 2015-27994] . .. ciprofloxacin . .
23. REC2-124 | 2015/5/19 1 initial dry powder for Hemoptysis [Haemoptysis][ 3 A
inhalation (DPI)
BAY q 3939/
CMUH103- 2015-27994 ciprofloxacin . .
24, REC2-124 2015/5/19 1 ful dry powder for Hemoptysis [Haemoptysis]| 3 A
inhalation (DPI)
BAY q 3939/
CMUH103- 2015-27994 ciprofloxacin . .
25. REC2-124 2015/5/19 1 fu2 dry powder for Hemoptysis [Haemoptysis]| 3 A
inhalation (DPI)
BAY q 3939/
CMUH103- 2015-27994 ciprofloxacin . .
26. REC2-124 | 2015/5/19 1 fu3 dry powder for Hemoptysis [Haemoptysis][ 3 A
inhalation (DPI)
CMUH103- 2015IN001 s White blood cell count
27. REC2-133 2015/4/27 894 FU1 Ruxolitinib decreased 1,3 A
CMUH103- 15TH00017 . A-623 vs. Salmonella
28. REC2-039 2015/5/15 7 Initial Placebo Septicemia/Sudden Strike 23 | A
CMUH103- 15TH00017| follow A-623 vs. Salmonella
29. REC2-039 2015/5/15 7 upl Placebo Septicemia/Sudden Strike 23 | A
CMUH103- 15TH00017| follow A-623 vs. Salmonella
30. REC2-039 2015/5/15 7 up2 Placebo Septicemia/Sudden Strike 23 | A
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carfilzomib, INTRACRANIAL
31. %'\ég?égé 2015/2/27 Fga%glzgl FOHOXV'U melphalan, [HEMORRHAGE, RENAL|1,23| A
P Prednisone INSUFICIENCY
bortezomib
CMUH102- Follow-u " |THROMBOCYTOPENIA,
32. REC2-065 2014/11/1 | 2014-2450 03 melph_alan, HYPOTENSION 23 | A
Prednisone
CMUH102- RUSCT201| .. carfilzomib, ACUTE RENAL
33. REC2-065 | 2015/3/28 |"ciarccy ™| Initial melphalan, FAILURE 13| A
Prednisone
#1)
Rivaroxaban vs.
Placebo
(RIVAROXAB
AN) Other Serious Criteria:
CMUH103- 2015-14030| FOLLO | Film-coated Medically Significant
34.1 ReC2-030 | 2015/4/15 9 |wup:3| tablet{Lot# CAPILARITIS A
30052217} [Capillaritis]
#2 ) PLACEBO
(PLACEBO
(15786)) {Lot #
40004876}
Other Serious Criteria:
Medically Significant
ACUTE CALCULOUS
CHOLECYSTITIS
#1) [Cholecystitis acute]
RIVAROXABA| ACUTE CONGESTIVE
N HEART FAILURE
35. %“ég;_égg' 2015/5/22 2015'027772 \'j\?ULPL:? (RIVAROXAB [Cardiac failure 1;5%3* A
AN) congestive]
Film-coated ACUTE ISCHMEIC
tablet STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL
ARTERY [lschaemic
stroke]
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
CMUH103- 2015-29498| EOLLO # 30053523} Medically Significant
36. REC2-030 | 2015/3/31 8 WUP: 2 #2) POSITIVE 7 A
) ACETYLSALI RE-CHALLENGE
CYLICACID [Adverse event]
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban Meniere's disease
37. (:R'\ég? égg 2015/6/6 2015-832294 \5\(/)ULPL'? BAY59-7939 vs. [Meniere's disease] 3 A
"~ | ASA (Code not Dizziness [Dizziness]
broken)
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CMUH103-
REC2-030

2015/6/22

2015-36376
0

INITIAL

#1)
Rivaroxaban
BAY59-7939 vs.
ASA (Code not

broken)

Acute gastric mucosal
lesion [Gastric mucosal
lesion]

39.

CMUH103-
REC2-030

2015/6/17

2015-36180
9

FOLLO
WUP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30051179}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

Cervical cord injury sus
[Spinal cord injury
cervical]

40.

CMUH103-
REC2-030

2015/6/7

2015-36298
0

INITIAL

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30030346}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

PNEUMONIA
[Pneumonia]

1,3

41.

CMUH103-
REC2-030

2014/10/20

2015-11512
0

FOLLO
WUP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken)
Film-coated
tablet {Lot #
30022313}
#2)
ACETYLSALI
CyLiC
ACID(<=100
mg)
(ACETYLSALI
CYLICACID)

PANCREATIC ENZYMES
INCREASED [Pancreatic
enzymes increased]

42.

CMUH103-
REC2-030

2015/6/7

2015-36104
4

INITIAL

#1)
RIVAROXABA
N
(RIVAROXAB
AN)
Film-coated
tablet

TACHYARRHYTHMIA
[Tachyarrhythmia]
ATRIAL FIBRILLATION
[Atrial fibrillation]
ARTERIAL EMBOLISMS
OF LOWER LIMBS
[Peripheral embolism]

2,3

43.

CMUH103-
REC2-030

2015/6/19

2015-36864
0

INITIAL

#1)
RIVAROXABA
N
(RIVAROXAB
AN)
Film-coated

INCREASING ANAEMIA
[Anaemia]

tablet

2,3
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#1)
Rivaroxaban vs.
Placebo
(RIVAROXAB | Other Serious Criteria:
AN) Medically Significant
Film-coated FLATULENCE,
CMUH103- 2015-32535| FOLLO | tablet {Lot # ABDOMINAL PAIN
44| ReC2-030 | 2015/4/25 0 |wup:2| 30032436} [Flatulence] A
#2) FLATULENCE,
ACETYLSALI ABDOMINAL PAIN
CYLICACID [Abdominal pain]
OR PLACEBO
(Code not
broken)
#1)
(S}Xﬁé%x.?gig) CONSTIPATION
CMUH103 2015-36051| FoLLO | ,OF Placebo A[SGRtAV?TE?
- - . onstipation
45| REC2-030 | 2018810 |70 wup: 1 ((E;R/L‘ﬁégf‘?ggg) THORACICAORTIC | 3 | A
DISSECTION [Aortic
or Placebo) dissection]
Film-coated
tablet {Lot #
#1)
Rivaroxaban vs.
nz:atffoblge rg)c?dL%t Trauma_tic cer_vical spinal
#30051179} _cc_)rd injury wnhout_bpne
46 CMUH103- 2015/6/17 2015-36180| FOLLO #2) injury [Spinal cord injury 3 A
" | REC2-030 9 WUP: 2 cervical]
ACETYLSALI . .
Distal radius fractures
CYLICACID [Radius fracture]
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
nc;; g{)%kﬁrgo%m Deterioration _of reflux
47, CMUH103- 2015/5/8 2015-36042| FOLLO #2) esophagitis A
REC2-030 6 WUP: 1 ACETYLSALI [Gastroo%s_ophageal reflux
CYLICACID Isease]
OR PLACEBO
(Code not
broken)
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- 2015-36208| FoLLo | # 30030346} PNEUMONIA
48.| REC2-030 | 2015/6/7 0 |wup:1 #2) [Pneumonia] 131 A
"7 | ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
Other Serious Criteria:
Medically Significant
RIGHT OLECRANON
Alj'}',iggNPI(ST HEMATOMA POST
49 CMUH103- 2014/11/20 2014-18939| FOLLO S (VITK SURGERY [Post 37 | A
" | REC2-030 5 WUP: 1 ANTAGONIST procedural haematoma] '
S) SURGICAL
EVACUATION OF
HAEMATOMA
[Haematoma evacuation]
#1)
Rivaroxaban vs.
Placebo
(RIVAROXAB | Other Serious Criteria:
AN) Medically Significant
Film-coated FLATULENCE,
CMUH103- 2015-32535| FOLLO | tablet {Lot # ABDOMINAL PAIN
50. REC2-030 2015/4/25 0 WUP: 3| 30032436} [Flatulence] ! A
#2) FLATULENCE,
ACETYLSALI ABDOMINAL PAIN
CYLICACID [Abdominal pain]
OR PLACEBO
(Code not
broken)
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Other Serious Criteria:
Medically Significant
RECHALLENGE DUE
TO INTERMITTENT
CONSTIPATION AND
#1) LOOS STOOLS,AND
Rivaroxaban vs. BLISTERS IN THE
Placebo (Code | MOUTH [Constipation]
not broken) {Lot| RECHALLENGE DUE
# 30053552} TO INTERMITTENT
51. %'\ég?égg 2015/4/27 2015'036881 INITIAL #2) CONSTIPATION AND 7 A
ACETYLSALI | LOOS STOOLS,AND
CYLICACID BLISTERS IN THE
OR PLACEBO MOUTH [Diarrhoea]
(Code not RECHALLENGE DUE
broken) TO INTERMITTENT
CONSTIPATION AND
LOOS STOOLS,AND
BLISTERS IN THE
MOUTH [Oral mucosal
blistering]
#1)
RIVAROXABA
N Other Serious Criteria:
52. %'\ég;%gg 2014/11/11 2015'502240 INITIAL | (RIVAROXAB Medically Significant 7 A
AN) OVERDOSE [Overdose]
Film-coated
tablet
#1)
Rivaroxaban vs.
Placebo (Code
not broken) .
. Serum amylase increased
Film-coated [Amylase increased]
CMUH103- 2015-11512| FOLLO tgggz{:;_f;}# Pancreatic amylase
53. REC2-030 2014/10/20 0 WUP- 2 ) increased [Ar;ylase 3 A
ACETYLSALI | . Wncreased]
Lipase increased [Lipase
cyLIc increased]
ACID(<=100
mg)
(ACETYLSALI
CYLIC ACID)
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Other Serious Criteria:
Medically Significant
ACUTE CALCULOUS
CHOLECYSTITIS
#1) [Cholecystitis acute]
RIVAROXABA| ACUTE CONGESTIVE
N HEART FAILURE
54. | QAL | 20155722 [PH95TT72| FOLLO | (RivarOXAB [Cardiac failure 1’42"73’ A
AN) congestive]
Film-coated ACUTE ISCHMEIC
tablet STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL
ARTERY [lIschaemic
stroke]
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30049854}
55. | QA0 | 200s/s11 20130422 FOLEO #) ANEMIA[Anaemia] | 3 | A
) ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban Acute gastric mucosal
5, | CMUHI03-1 51565, |2015-36376 FOLL_O BAY59-7939 vs.| lesion [Gastric mucosal 3 A
REC2-030 0 WUP: 1 .
ASA (Code not lesion]
broken)
Other Serious Criteria:
#1) Medically Significant
Rivaroxaban vs. BLISTERS IN THE
Placebo (Code [MOUTH. NO BLOOD OR
not broken) {Lot| FLUID MORE LIKE
# 30053552} | SMALL WOUNDS [Oral
57. %'\ég? égg 2015/4/20 2015_036881 \'j\(/)ULPL,? #2) mucosal blistering] 7 A
) ACETYLSALI LOOS STOOLS AND
CYLICACID | BLOATED STOMACH
OR PLACEBO [Diarrhoea]
(Code not LOOS STOOLS AND
broken) BLOATED STOMACH
[Abdominal distension]
104 = 08 * 12 p % 34 F % 43 |
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Other Serious Criteria:
Medically Significant
ORAL HAEMORRHAGE
(CTC GRADE 1) [Mouth
#1) haemorrhage]
RIVARS XABA EPISTAXIS (CTC
CMUH103- 2015-37607 GRADE 1) [Epistaxis]
58. REC2-030 2014/3/6 8 INITIAL (RIV,?\AIT\IO)XAB LARYNGEAL 7 A
Eilm-coated HAEMORRHAGE (CTC
GRADE 1) [Laryngeal
tablet
haemorrhage]
NON-CARDIAC CHEST
PAIN [Non-cardiac chest
pain]
#1) Other Serious Criteria:
RIVAROXABA - o
N Medically Significant
59. CMUH103- 2014/12/10 2015-37612 INITIAL | (RIVAROXAB FALL (CTC GRADE 3) 7 A
REC2-030 9 AN) [Fall]
Film-coated HYPOTENSION (CTC
tablet GRADE 3) [Hypotension]
Other Serious Criteria:
#1) Medically Significant
BRONCHOPULMONAR
RIVAR'SXABA Y HAEMORRHAGE
CMUH103- 2015-37626 (CTC GRADE 2)
60. REC2-030 2014/7/14 6 INITIAL (RIVAAIT\IC))XAB [Pulmonary haemorrhage] 7 A
. HYPOXIA (CTC GRADE
Film-coated .
tablet 3) [Hypoxia]
DYSPNEA (CTC GRADE
2) [Dyspnoea]
#1) Other Serious Criteria:
Medically Significant
RIVARSXABA ESOPHAGEAL
CMUH103- 2015-37629 HAEMORRHAGE
61. | Reco.030 | 2015/3/16 7 INITIAL (RIVAAIT\I?XAB [Oesophageal 7 A
Film-coated haemorrhage]
tablet DYSPHAGIA [Dysphagia]
ANEMIA [Anaemia]
#1)
PROGRESSIVE
RIVAR’SI)XABA PULMONARY
CMUH103- 2015-00750| FOLLO HYPERTENSION
62. REC2-030 2014/12/19 9 WUP: 1 (RIV';IT\IC))XAB [Pulmonary hypertension] 3 A
. ULCUS VENTRICULI
Film-coated .
[Gastric ulcer]
tablet
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30022079}
63. | Qacn e | 20157502 (PRS2 inimiAL #) III_IlngIJSS[I[IIeI(L;LSJ]S] 3 | A
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot| Other Serious Criteria:
# 30053523} Medically Significant
64. %'\éng %)g?()) 2015/3/31 2015'829498 \5\?ULPL'2 #2) DIZZINESS [Dizziness] 7 A
"7 | ACETYLSALI | MEMORY PROBLEMS
CYLICACID [Memory impairment]
OR PLACEBO
(Code not
broken)
Other Serious Criteria:
#1) Medically Significant
Rivaroxaban vs. BLISTERS IN THE
Placebo (Code [MOUTH. NO BLOOD OR
not broken) {Lot| FLUID MORE LIKE
# 30053552} [ SMALL WOUNDS [Oral
65. %'\ég? %)2,?(’) 2015/4/20 2015'036881 \[j\(/)ULPL'c; #2) mucosal blistering] 7 A
" | ACETYLSALI | LOOS STOOLS AND
CYLICACID | BLOATED STOMACH
OR PLACEBO [Diarrhoea]
(Code not LOOS STOOLS AND
broken) BLOATED STOMACH
[Abdominal distension]
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- 2015-19760| FOLLO #30006324} liver cancer [Hepatic
66. REC2-030 2014/710/17 1 WUP: 1 #2) cancer] 1 A
"~ | ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
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67.

CMUH103-
REC2-030

2015/5/2

2015-24332
0

FOLLO
WUP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30022079}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

leus [lleus]
ILEUS [lleus]

68.

CMUH103-
REC2-030

2015/7/6

2015-38081
8

INITIAL

#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

69.

CMUH103-
REC2-010

2014/12/17

201500008
0

Follow
up
1(upgrad
e from
SAE to
SUSAR)

#1) SA237 or
Placebo (Code
not broken)
#2) SA237
(SA237 120 mg)
Injection, 120
mg

Conjunctival sac plasty

70.

CMUH103-
REC2-010

2014/12/17

201500008
0

Follow
up 2
(Blinded
FU1)

#1) SA237 or
Placebo (Code
not broken)
#2) SA237
(SA237 120 mg)
Injection, 120
mg

Glaucoma aggravated

71.

CMUH103-
REC2-010

2014/12/17

201500008
0

Follow
up 3
(Blinded
FU2)

#1) SA237 or
Placebo (Code
not broken)
#2) SA237
(SA237 120 mg)
Injection, 120
mg

Glaucoma aggravated
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7:The
invest
igator
report
ed
that
the
event
was
assess
ed as
other
#1) SA237 or ”;elf'c
Placebo (Code im )(;r
not broken) tazt
CMUH103- 201500035 o #2) . .
72. REC2-010 2015/4/22 5 Initial AZATHIOPRIN White blood cell count low cgggl A
E
(AZATHIOPRI 0.‘;
NE) mi d_
severi
ty.
The
event
was
assess
ed as
possi
bly
relate
dto
study
drug.
CMUH103- . ) .
73. REC2-105 2015/6/29 | 103206 Initial LMIS 50mg Myocardial Infarction 3 A
CMUH102- 2013-RD-0 Trajenta® / .
74. REC2-137 | 2013/6/11 0540EU(4) FU4 Linagliptin Hepatocellular carcinoma | 3 A
CMUH102- 2014-RU-0 Trajenta® / .
75. REC2-137 | 2014/3/10 0226BP(5) FU5 Linagliptin Oesophageal carcinoma | 3 A
Renal failure, Pulmonary
valve stenosis, Cardiogenic
shock, Aortic valve
stenosis, Hepatic failure,
. Urinary tract infection
CMUH102- 2015-BI-08 Trajenta® / ) -
76. REC2-137 2015/2/2 144BI(5) FU5 Linagliptin Anagmla, Hypertensmr_], 4 A
Dyslipidaemia, Anaemia
vitamin B12 deficiency,
Type 2 diabetes mellitus,
Cervicobrachial syndrome,
Claustrophobia
CMUH102- 2015-BI-34 Trajenta® / L
77. REC2-137 2015/6/22 56081(0) I Linagliptin Plantar fasciitis 1 A
CMUH102- 2013-RD-0 Trajenta® / .
78. REC2-137 2013/6/11 0540EU(5) FU5 Linagliptin Hepatocellular carcinoma | 3 A
104 = 08 * 12 p % 38 7% 43 |
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CMUH102- 2014-RU-0 Trajenta® / .
79. REC2-137 2014/3/10 0226BP(6) FU6 Linagliptin Oesophageal carcinoma | 3 A
Pulmonary embolism,
Acute kidney injury,
Nephrotic syndrome,
CMUH102- 2015-BI-03 Trajenta® / Generalised oedema,
80. REC2-137 2014711719 291BI(5) FUS Linagliptin Nephrotic syndrome, 1 A
Pneumonia,
Hypoglycaemia, Nephrotic
syndrome
Renal failure, Pulmonary
valve stenosis, Cardiogenic
shock, Aortic valve
stenosis, Hepatic failure,
. Urinary tract infection
CMUH102- 2015-BI-08 Trajenta® / ; -
81. | Reco.137 | 2015/2/2 144B1(5) FU5 Linagliptin Anaemia, Hypertension, | 4 A
Dyslipidaemia, Anaemia
vitamin B12 deficiency,
Type 2 diabetes mellitus,
Cervicobrachial syndrome,
Claustrophobia
DIGESTIVE
HEMORRHAGE,
CMUH102- 2015-BI-02 Trajenta® / BENIGN PANCREATIC
82. | Recp-137 | 2014712129 755BI1(8) FU8 Linagliptin TUMOR, RENAL A1 A
FAILURE,
PANCREATITIS
CMUH102- 2015-BI-30 Trajenta® / DYSPNEA ON
83.| Recp-137 | 2015/5/22 835BI(1) FUl Linagliptin EXERTION LA
CMUH102- 2015-BI-30 Trajenta® / URINARY BLADDER
84. | Reco-137 | 201555 |"gg3mi0) | ! Linagliptin CANCER LA
CMUH102- 2013-RD-0 Trajenta® / .
85. REC2-137 | 2013/6/11 0540EU(4) FU4 Linagliptin Hepatocellular carcinoma | 3 A
CMUH102- 2014-RU-0 Trajenta® / .
86. REC2-137 | 2014/3/10 0226BP(5) FU5 Linagliptin Oesophageal carcinoma | 3 A
CMUH102- 2015-BI-34 Trajenta® / S
87. REC2.137 | 2015/6/22 560B1(0) I Linagliptin Plantar fasciitis 1 A
CMUH102- 2013-RD-0 Trajenta® / .
88. REC2-137 | 2013/6/11 0540EU(5) FU5 Linagliptin Hepatocellular carcinoma | 3 A
CMUH102- 2014-RU-0 Trajenta® / .
89. REC2-137 | 2014/3/10 0226BP(6) FU6 Linagliptin Oesophageal carcinoma | 3 A
Pulmonary embolism,
Acute kidney injury,
Nephrotic syndrome,
CMUH102- 2015-BI-03 Trajenta® / Generalised oedema,
90. REC2-137 2014711719 291BI(5) FUS Linagliptin Nephrotic syndrome, ! A
Pneumonia,
Hypoglycaemia, Nephrotic
syndrome
CMUH102- 2015-BI-03 Trajenta® / . .
91. REC2-137 2012/2/8 253BI(1) FUl Linagliptin Lipase increased 1 A
CMUH102- 2014-BI-52 Trajenta® / e
92. REC2-137 2014/6/16 426NB(1) FUl Linagliptin Atrial fibrillation 1 A
CMUH102- 2015-BI-18 Trajenta® / .
93. REC2-137 | 2015/2/16 987B1(2) FU2 Linagliptin Epilepsy 1 A
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. Rectosigmoid cancer.
CMUH102- 2014-RD-0 Trajenta® / - !
94.1 Reco-137 | 201130 {ooeseu@)| FY3 | Linagliptin 'ég?gtrgrcrt‘gl“ga'fé‘; LA
CMUH102- 2014-BI-25 Trajenta® / . .
95. REC2-137 2014/4/24 700BI(1) FU1 Linagliptin Lipase increased 1 A
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