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CMUH102 BGRCT20140492 - bevacizumab )
2014/6/28 Initial Neutropenia; 1 A
-REC2-093 56 (Code not )
Leukopenia
broken)
Renal failure,
Rhabdomyolysis,
Cerebral
haemorrhage,
CMUH102 GSK2118436,G 1,2,3,
Unknown A1074380A initial Cardiomyopathy, A
-REC2-095 SK1120212 4,6
Death, Pyrexia,
Ejection fraction
decreased, Neoplasm
progression,
Chills, Pyrexia,
CMUH102 o GSK2118436,G
2014/2/8 B0956610C initial Metastases to lymph | 1,36 | A
-REC2-095 SK1120212
nodes, Haemorrhage
CMUH102 o GSK2118436,G
2013/3/3 Z0018963A initial Cerebral haemorrhage| 1 A
-REC2-095 SK1120212
SEIZURE,
) INCREASING
CMUH102 2013-RU-00898B Trajenta® /
2013/8/30 follow up 5 CREATININE, 3 A
-REC2-137 P(5) Linagliptin
MOTOR VEHICLE
ACCIDENT
WORSENING OF
) CHRONIC RENAL
CMUH102 2014-BI-33168BI( Trajenta® /
2012/7/2 follow up 1 FAILURE, 7 A
-REC2-137 1) Linagliptin
WORSENING OF
RENAL FAILURE
CMUH102 2014-BI1-34018BI( Trajenta® / SEVERE RENAL
2014/7/23 initial o 4 A
-REC2-137 0) Linagliptin FAILURE
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CMUH102
-REC2-137

2012/8/12

2012-RD-00486E
u(19)

follow up
19

Trajenta® /
Linagliptin

ROAD TRAFFIC
ACCIDENT

10.

CMUH102
-REC2-137

2012/7/2

2014-BI1-33168BI(
2)

follow up 2

Trajenta® /
Linagliptin

WORSENING OF
CHRONIC RENAL
FAILURE,
WORSENING OF
RENAL FAILURE

3.7

11.

CMUH102
-REC2-137

2012/7/2

2014-BI1-33168BI(
3)

follow up 3

Trajenta® /
Linagliptin

WORSENING OF
CHRONIC RENAL
FAILURE,
WORSENING OF
RENAL FAILURE

12.

CMUH102
-REC2-137

2014/419

2014-BI-20916BI(
5)

follow up 5

Trajenta® /
Linagliptin

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

13.

CMUH102
-REC2-137

2013/7/19

2013-RU-01033B
P(5)

follow up 5

Trajenta® /
Linagliptin

ATYPICAL
PNEUMONIA,OTITI
S MEDIA,
PRURITIC
RASH-LEFT UPPER
ARM, ABDOMINAL
PAIN,NAUSEA,
VOMITING
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SALMONELLA
CMUH102 2012-RD-00587E Trajenta® / INFECTION,
14. 2012/9/10 follow up 7 3 A
-REC2-137 u(7) Linagliptin DEHYDRATION,
RENAL FAILURE
WORSENING OF
) CHRONIC RENAL
CMUH102 2014-BI-33168BI( Trajenta® /
15. 2012/7/2 follow up 4 ) o FAILURE, 7 A
-REC2-137 4) Linagliptin
WORSENING OF
RENAL FAILURE
#1)
RIVAROXABA
N
CMUH103 1.2.3.
16. 2014/7/22 2014-117908 INITIAL | (RIVAROXAB (ISCHEMIC STROKE A
-REC2-030 4,
AN)
Film-coated
tablet
#1)
RIVAROXABA
N
CMUH103 FOLLOW 1.2.3.
17. 2014/7/22 2014-117908 (RIVAROXAB |ISCHEMIC STROKE A
-REC2-030 UP: 1 4,
AN)
Film-coated
tablet
#1)
RIVAROXABA
N
CMUH103 FOLLOW _
18. 2014/4/10 | 2014-058486 (RIVAROXAB | FEVER [Pyrexia] 3 A
-REC2-030 UP: 1
AN)
Film-coated
tablet
% 17 F - £ 26 F
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19.

CMUH103
-REC2-030

2014/4/10

2014-058486

FOLLOW
UP: 2

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

FEVER [Pyrexia]

20.

CMUH103
-REC2-030

2013/7/10

2013-155318

FOLLOW
UP:1

#1)VITK
ANTAGONIST
S(VITK
ANTAGONIST
S)

Iron deficiency

anaemia

21.

CMUH103
-REC2-030

2014/7/31

2014-126353

INITIAL

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

left atrial appendage

thrombosis
persistent atrial

fibrillation

22.

CMUH103
-REC2-030

2014/8/4

2014-117535

INITIAL

#1)
Rivaroxaban vs.
Placebo (Code
not broken) ;
(Lot#30004020)
#2)ACETYLSA
LICYLIC ACID
OR
PLACEBO(Cod

e not broken)

Prostatic hyperplasia

urinary retention
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) ;
CMUH103 FOLLOW | (Lot#30004020) | Prostatic hyperplasia
23. 2014/8/4 2014-117535 ] ) 3 A
-REC2-030 UP:1 |#2)ACETYLSA| urinary retention
LICYLIC ACID
OR
PLACEBO(Cod
e not broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) ;
CMUH103 (Lot#30016545) »
24, 2014/7/30 | 2014-123562 INITIAL Acute Pancreatitis 3 A
-REC2-030 #2)ACETYLSA
LICYLIC ACID
OR
PLACEBO(Cod
e not broken)
DMR100-1 E7389-05197-SP CRP increased,
25. 2014/3/10 FUl HALAVEN ] ) 3 A
RB-182 0-JP Neutropenia, Pyrexia
DMR100-1 E7389-05197-SP CRP increased,
26. 2014/3/24 FU2 HALAVEN ] 3 A
RB-182 0O-JP Pyrexia
DMR100-1 E7389-05197-SP CRP increased,
27. 2014/3/24 FU3 HALAVEN ] 3 A
RB-182 0O-JP Pyrexia
DMR100-1 E7389-05254-SP - )
28. 2014/6/10 FU1l HALAVEN |Cystitis haemorrhagic| 3 A
RB-182 0O-JP
DMR100-1 E7389-05366-SP Aplasia, Neutropenia,
29. UNK-14 Int HALAVEN 3 A
RB-182 O-FR Febrile neutropenia
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Diabetes mellitus
poor control, Febrile
neutropenia,
DMR100-1 E7389-04970-SO
30. 2014/3/27 FU3 HALAVEN Metastases to spine, | 3 A
RB-182 L-DK
Sleeplessness,
Anorexia, Vomiting,
Fatigue, Nausea
DMR100-1 E7389-04538-SP Cataract, Visual
31. 2013/8/14 FU3 HALAVEN 7 A
RB-182 0O-JP impairment, Pyrexia
Pneumonitis,
Neutropenic sepsis,
DMR100-1 E7389-04512-SO
32. 2013/10/7 FU3 HALAVEN Shortness of breath, | 3,5 | A
RB-182 L-GB ]
Fatigue, Weakness,
Pain in hip, Headache
Acute gastroenteritis,
Absolute neutrophil
DMR100-1 E7389-01127-CLlI count decreased,
33. 2011/1/11 FU4 Eribulin 3 A
RB-182 -TH Cataract, Altered state
of consciousness,
Fatigue
DMR100-1 E7389-05103-SP Pneumonia,
34. 2014/5/16 FU3 HALAVEN 1,3 A
RB-182 0-JP Leukopenia
General physical
DMR100-1 E7389-05386-SO health deterioration,
35. 2014/7/17 Int HALAVEN 2,3 A
RB-182 L-DE Neutrophil count
decreased
IMMUNE
DMR99-IR Follow up RESPONSE,
36. 2013/12/5 | 114590P000035 OPT-822 3 A
B-147 3 ALLERGIC
REACTION
DMR96-IR Lapatinib; Acute lymphocytic
37. 2010/3/1 B0637499A  |(follow up 3 127 A
B-023 Trastuzumab leukaemia
DMR96-IR Lapatinib; Acute lymphocytic
38. 2010/3/1 B0637499A  |(follow up 3 127 A
B-023 Trastuzumab leukaemia
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39.

DMR101-1
RB2-271

2013/12/30

08-005/PTW2014
TW001141

Follow-up
4

Nilotinib/Tasiga

na

Acute renal failure
[Renal failure acute];
Hypocalcemia
[Hypocalcaemia];
Sepsis [Sepsis]
([Neutropenia],
[Fatigue], [White
blood cell
count decreased],
[Platelet count
decreased], [Aplastic
anaemia));
Procalcitonin high
[Procalcitonin
increased];
Septic shock [Septic
shock];
Respiratory failure
[Respiratory failure]
([Pyrexia], [Cough],
[Productive cough]);
Chronic myelogenous
leukemia [Chronic

myeloid leukaemia]
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DIC [Disseminated
intravascular
coagulation];
2014/8/22
Multiple brain ICH
[Cerebral
(BRI
haemorrhage];
201/8/28 #|
01-005/ o ) Cardiac arrest
DMR101-1| ErEM: N Nilotinib/Tasiga _
40. ) PTW2014TW105 Initial [Cardiac arrest]; 1 A
RB2-271 | SAE &3JE na )
N 880 Hyperleukocytosis
THHEAT]AE _
[Leukocytosis];
HHEAZ O
Acute blast crisis
SUSAR
[Blast crisis in
case)
myelogenous
leukaemia];
Vomiting [Vomiting]
CMUH102 2014-BI-20477BI( Trajenta® / HYPOGLYCAMIA
41. 2014/5/4 follow up 1 3 A
-REC2-137 1) Linagliptin UNSPECIIED
BRONCHOPNEUM
ONIA, SEVERE
CMUH102 2013-RU-00656B | follow up Trajenta® / RESPIRATORY
42. 2013/6/25 123 A
-REC2-137 P(11) 11 Linagliptin | FAILURE, SEPSIS,
MULTIORGAN
FAILURE
HIGH GGT [AND
HIGH ALCALIN
) PHOSPHATASE];
CMUH102 2014-BI1-37523BI( Trajenta® /
43. 2014/8/6 follow up 1 o [HIGH GGTAND] | 7 A
-REC2-137 1) Linagliptin
HIGH
ALCALIN
PHOSPHATASE
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ACUTE KIDNEY
INJURY;WORSENI
NG CHRONIC
ANAEMIA; CHEST
PAINS;
) ACOPIA; COUGH;
CMUH102 2014-BI1-32991BI( Trajenta® /
44, 20141717 follow up 2 o DECOMPENSATIN A
-REC2-137 2) Linagliptin
G CONGESTIVE
CARDIAC
FAILURE; CKD
II;GASTROENTERI
TIS; FALL;
DIZZINESS
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
ACUTE OR
# 30026285}
CMUH103 FOLLOW CHRONIC RENAL
45, 2014/8/14 | 2014-130634 #2) 3 A
-REC2-030 UP: 1 FAILURE [Renal
ACETYLSALI
failure acute]
CYLICACID
OR PLACEBO
(Code not
broken)
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46.

CMUH103
-REC2-030

2014/8/28

2014-131962

FOLLOW
UP: 2

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30011650}
Regimen #1 #2)
ACETYLSALI
CYLIC ACID
OR PLACEBO
UNK; Unknown
(Code not
broken)
(BLINDED)
{Lot
#40027199%,;
Regimen #1#3)
PANTOPRAZO
LE OR
PLACEBO
(Codenot
broken)
(BLINDED)
{Lot #
20008586};Regi

men #1

WORSENING OF

INSTABILITY - ER

VISIT ON AUG 28
2014 [Balance

disorder]
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#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
#
CMUH103 FOLLOW GASTRITIS
47. 2014/8/30 | 2014-134124 30004455}#2 ) 3 A
-REC2-030 UP: 1 [Gastritis]
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
Cerebral hernia
[Brain herniation]
DMR99-IR Beraprost Right side basal
48. 2013/1/31 | 2013JP810513 FU2 13 A
B-081 sodium ganglia cerebral
haemorrhage [Basal
ganglia haemorrhage]
[A&R] FRPHE -
b2 iﬁ f# *i‘ i i 7 % E.
4
B *§ % At FEN G
(% 242 ]
* R E L LA MK5172
1. | CMUH103-REC2-042 | #;= ~ ' "
*x r MR PR
102 # 12 " 08 p % 103 # 06 * 07 p
(% 242 ]
* R E L LA MK5172
2. | CMUH103-REC2-041 | #)= ~ ' s
*E rMHFLYEF
102 # 127" 08p 1 103 06" 07 p
CEER RS
3. | DMR 101-IRB2-277 TEHEP | A
LY3009104, Approval Date: 04-Aug-2014 GMT
. [LATagFr 2]
4. | CMUH102-REC2-060 | % ?&%’F‘s )
*p #2014 & 07 * 15p
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THEFLHF 102+ 122 21 p 2 103 # 06 *
20 p
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< & :N8-GP Executive Summary DSUR No.4
10. | CMUH103-REC2-079 | A 7 _ _ _
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