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Aliskiren
(EMA) 2011 12 22

aliskiren Rasilez®
aliskiren

aliskiren (ACEI)
(ARB)

(EMA) EMA

1. aliskiren ACEI ARB
2. aliskiren ACEI ARB

aliskiren
3.
4.

1. aliskiren ACEI ARB

aliskiren
2. aliskiren
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:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/new
s/2011/12/news_detail_001417.jsp&mid=WC0b01ac058004d5c1

proton pump inhibitors PPIs
FDA 101 2 8

proton pump inhibitors PPIs
 PPI

Clostridium difficile - Associated Diarrhea
CDAD

FDA
CDAD

CDAD

1. PPI
PPI

CDAD
2. PPI

:
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHuma
nMedicalProducts/ucm290838.htm 

Domperidone
( Health Canada ) 3

2 domperidone
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domperidone

1. Domperidone

2.
domperidone 30mg 60

3. Domperidone : QT interval
QTc

1. 95.12.11

2. 96.01.05
96.07.30 domperidone

3.

1. domperidone

2. Domperidone ketoconazole CYP3A4
domperidone

3. domperidone

:
http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/_2012/domperid
one_hpc-cps-eng.php
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Statin  (simvastatin/atorvastatin/fluvastatin/lovastatin/ 
pitavastatin /rosuvastatin/pravastatin)

FDA statin
(1)

statin
(2)

(HbA1c)

 (3) lovastatin
lovastatin CYP3A4 (

itraconazole, ketoconazole, posaconazole, erythromycin, clarithromycin, 
telithromycin, human immunodeficiency virus (HIV) protease inhibitors, 
boceprevir, telaprevir, and nefazodone) lovastatin

statin HIV HCV protease
inhibitors statin

statin

1. statin

2. statin

3. HIV HCV protease inhibitors lovastatin simvastatin
HIV or HCV protease inhibitors
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statin

:
http://www.fda.gov/Drugs/DrugSafety/ucm293101.htm 
http://www.fda.gov/Drugs/DrugSafety/ucm293877.htm 

Dronedarone
FDA dronedarone

dronedarone (Multaq®) (permanent atrial 
fibrillation) ( )

Multaq®
1. Multaq® (permanent AF)

Multaq® (cardiovascular death)

2. 3
Multaq®

(cardioverted)
3. sinus rhythm

Multaq®
4. Multaq®

1. 100 6 13

2.

1. FDA dronedarone
(AF) sinus rhythm

2. Dronedarone
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3.
:

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHum
anMedicalProducts/ucm264204.htm 

100 9
28 1001403071

( )

( )

1.

2.

3.
drugs of choice

( )

100 10 7
1001404505

common
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ADR

87

92

65670

100
10402 99

10555
87.3%

9.4% 8
0.1%

74.3% 52.5%
47.5%

10 3.2%
50 55.4%

51 60 4.4%

58.0%

24.1%
3.3% ( )
100

8074 ( )
101

�



~~~~~~~~~~~~~~~~~~~~~~~~~~~~  Drug Safety Newsletter~~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Drug Safety Newsletter 2012 Mar.Vol.37 9

 7730 74.31%
 937 9.01%

 836 8.04%
 476 4.58%

* 340 3.27%
 38 0.37%

 37 0.36%
 8 0.08%

 5465 52.54%
 4937 47.46%

0-10 335 3.22%
11-20 411 3.95%
21-30 888 8.54%
31-40 1146 11.02%
41-50 1393 13.39%
51-60 1849 17.78%
61-70 1518 14.59%
71-80 1470 14.13%

80 930 8.94%
 462 4.44%

 180 1.73%
 159 1.53%

 956 9.19%
 374 3.60%

 14 0.13%
 2 0.02%

2511 24.14%
 6206 59.66%

10402 100.00%
*

40.6% A 59.3%
B

54.8% 33.3%
( WHO

)
60.9%

29.5% 3.1%

95
1.03%

fair data
61% good data 20.2% poor

data 18.9%
Anatomical Therapeutic 

Chemical (ATC)

27.4%
16.0%

12.7%
56.1% ( )

36.3%
1/3 (

38.1%)

( )

NSAIDs
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16.5% ( )

93

2200 100 10402

(2005-2007

14000-17000 )

(2005-2007 8600-9500 )

99 510

339

99

good data (13.5%

20.15%) poor data

(18.5% 18.8%)

fair data (68.0%

61%)

Good fair data

1.

2.

(

)

3.

A 3274 40.57% 
B 4786 59.31% 

 2686 33.27% 
 4428 54.84% 
 539 6.68% 

 421 5.21% 

 48 0.59% 
 2379 29.46% 

 4914 60.86% 
 402 4.98% 

 97 1.20% 
 151 1.87% 

 83 1.03% 

Good data 1627 20.15% 
Fair data 4923 60.97% 
Poor data 1524 18.88% 

8074 100.00%
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ATC
Antiinfectives for systemic use 2646 27.43%  
Nervous system 1539 15.95%  
Antineoplastic and immunomodulating agents 1226 12.71%  
Musculo-skeletal system 1280 13.27%  
Cardiovascular system 915 9.48%  
Various 554 5.74%  
Alimentary tract and metabolism 629 6.52%  
Blood and blood forming organs 380 3.94%  
Respiratory system 188 1.95%  
Systemic hormonal preparations, excl. 114 1.18%  
Genito urinary system and sex hormones 104 1.08%  
Dermatologicals 35 0.36%  
Sensory organs 30 0.31%  
Antiparasitic products, insecticides and repellents 8 0.08%  

 9648* 100.00%  
*

 1282 11.84% 
 719 6.64% 

 315 2.91% 
 282 2.60% 

 250 2.31% 
 250 2.31% 

 249 2.30% 
 203 1.87% 

 195 1.80% 
 193 1.78% 

3938 36.36% 
 10831*  100.00%

   * 

 diclofenac 246 2.55%
 ketorolac 218 2.26%
 acetylsalicylic acid 204 2.11%
 iopromide 164 1.70%
 phenytoin 143 1.48%
 metoclopramide 142 1.47%
 amoxicillin and enzyme inhibitor 128 1.33%
 vancomycin 118 1.22%
 piperacillin and enzyme inhibitor 116 1.20%
 allopurinol 114 1.18%

1593 16.51%
 9648*  100.00%

 * 
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69.23%

(

)

1/3

NSAIDs
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(

)

45-1

93 4

21 08 31

(02)2396-0100

(02)2358-4100

URL http://adr.doh.gov.tw

100 32 2
02 2396-0100 208  E-mail adr@tdrf.org.tw 
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1 1 1,2 

1

2

93
( )

94 97

99

100

100 1~12

100 826
99
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98.42%

2%

/
100

826 13

839

36.95%

/

36.59% ( )
/

(
) /

129 /
11.44%

6.91%

(
)

99 11 TFDA

( )

229 ( 27.72% ) 

417  ( 50.48% ) 

167  ( 20.22% ) 

1 ( 0.12% ) 

2 ( 0.24% ) 

3 ( 0.36% ) 

2 ( 0.24% ) 

5 ( 0.61% ) 

826 ( 100% ) 
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 ( )

 58 

310 (36.95%) 

/  64 
 10 
 10 

( )  25 
 12 

 39 
/  20 

 72 

 ( )

 62 

307 (36.59%) 

 2 
/ /  129 

( ) 7 
 8 

 1 
 20 

 7 
 53 
 15 
 3 

/
 3 

96 (11.44%)  0 
 93 

 0 

37 (4.41%) 
 4 

/  21 
 6 

 6 
 51 

58 (6.91%) 
/ / 2

 5 
 0 

 13 13 (1.55%) 
 18 18 (2.15%) 
 839 839 (100%) 
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GMP

/

(
)

100 826
163 (19.73%)

(CAPA, 
corrective and preventive action)

100
19

/ 11
5

1
19
16 3

100

A. / 1. /
2.
3.

B. 1.

2.
3.
4. /
5.

D. 

C.  1. /
2.
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( )

/    11  (57.89%) 
    5  (26.32%) 
    1  (5.26%) 
    1  (5.26%) 
    1  (5.26%) 

(1)
(

) (2)
(3)

(4)
TFDA

(5)

20
7

10
TFDA

93
24 99 824

100
826 99 824

100

(

)

100
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/

USP
/

16

“

” 133

93
100

12 3488

1. ( )

2. 100 ( )

3.

2008;23:10-15
4.
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86
terbinafine itraconazole

89
5 31

1

6

1



~~~~~~~~~~~~~~~~~~~~~~~~~~~  Drug Safety Newsletter~~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Drug Safety Newsletter 2012 Mar. Vol.37 21

    100 284
244 99

20
210

85
40.5% 54 25.7% 67

31.9% 4 1.9%

66 31.4% 25
11.9% 119 56.6%

103 107
56

10 5 2.3%
70 71

33.8%

122

40

7

75 2 7

58.1%

( 210 )
%

 47 38 85 40.5 

 24 30 54 25.7 

 30 37 67 31.9 

  2  2  4  1.9 

 28 38 66 31.4 

 14 11 25 11.9 

61 58 119 56.6 

<10  2  3  5  2.3 

10-19  5  3  8  3.8 

20-29  7  6 13  6.1 

30-39 12 10 22 10.4 

40-49 15 18 33 15.7 

50-59  9 17 26 12.3 

60-69 16 16 32 15.2 

70-79 24 16 40 19.0 

>80 13 18 31 14.7 

Mean+
SD

55.7
21.49

56.5
21.56

56.1
21.48 
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40 21

-

12
3

1

3 7

-

33
underlying

disease

complicated syndrome

7 2

ceftriaxone
atracurium 1

sick sinus 
syndrome amiodarone

1
propylthiouracil

1
tamoxifen

1

( 210 )
* (%) 

(%)  
(122 )

 17 23 40 (32.7) 17,750,000 (64.2) 
 6 1 7 (5.7) 6,650,000 (24) 

 35 40 75 (61.4)  3,261,886 (11.8) 
 58 64 122  27,661,886 

(88 )     
 11 15 26 (29.5)  
 8 10 18 (20.5)  

 26 18 44 (50 )  
 45 43 88   

  *
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lidocaine
1 celecoxib

75
41 54.7%

9 7
5 3

1

13

88

37

13 9
16

13 8
12

*

 (%) 
 15 22 37 42.1 

 11 5 16 18.2 
 8 4 12 13.6 

5 3 8 9.1 

3 3 6 6.8 

2 3 5 5.7 
 0 3 3 3.4 

3 2 1 0 1 1.1 

 45 43 88 100 
* 13
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88 100
1748

1450
755

52.1 251
41

463
2 5

122

73
allopurinol 14

phenytoin
13 carbamazepine 9

isoniazid
pyrazinamide rifampin 12

co-trimoxazole 9

62 -

50.8%

21
9

9
4

100
88

38 43.2%

carbamazepine phenytoin 8

100

 (%) 
Allopurinol 5 9 14 7.8 
Phenytoin 2 11 13 7.3 
Isoniazid 3 9 12 6.7 
Rifampin 3 9 12 6.7 
Pyrazinamide 2 8 10 5.6 
Carbamazepine 8 1 9 5.1 
Co-trimoxazole 3 6 9 5.1 
Mefenamic acid 2 3 5 2.8 
Amoxicillin/Clavulanate 3 2 5 2.8 
Others 49 41 90 50.1 

 80 99 179 100 



~~~~~~~~~~~~~~~~~~~~~~~~~~~  Drug Safety Newsletter~~~~~~~~~~~~~~~~~~~~~~~~~~~ 

Drug Safety Newsletter 2012 Mar. Vol.37 25

100

 (%) 
Skin and subcutaneous tissue disorders 26 36 62 50.8 
Hepatobiliary disorders 8 13 21 17.2 
Immune system disorders 5 4 9 7.4 
Blood and lymphatic system disorders 7 2 9 7.4 
Nervous system disorders 3 1 4 3.3 
Others 9 8 17 13.9 

 58 64 122 100 

( 122 ) ( 38 )

 Allopurinol 14  Allopurinol 6 
 Phenytoin 13  Carbamazepine 6 
 Isoniazid 12  Co-trimoxazole 3 
 Rifampin 12  Zoledronic acid 3 
 Pyrazinamide 10  Azathioprine 2 
 Carbamazepine 9  Adalimumab 2 
 Co-trimoxazole 9  Phenytoin 2 
 Amoxicillin/Clavulanate 5  Alendronate 1 
 Mefenamic acid 5  Letrozole 1 
 Others  90  Others  17 

 179  43 

allopurinol 6

18
20.5% 8

92 99

13 8

100 5 4
13 8



~~~~~~~~~~~~~~~~~~~~~~~~~~~  Drug Safety Newsletter~~~~~~~~~~~~~~~~~~~~~~~~~~~ 

26 Drug Safety Newsletter 2012 Mar. Vol.37 

Skin and subcutaneous tissue disorders 62 15 
Hepatobiliary disorders 21 3 
Blood and lymphatic system disorders 9 3 
Musculoskeletal and connective tissue disorders 3 6 
Immune system disorders 9 1 
Nervous system disorders 4 2 
Renal and urinary disorders 2 1 
Respiratory thoracic and mediastinal disorders 2 1 
Vascular disorders 1 1 
Psychiatric disorders 1 1 
Cardiac disorders 1 
Infections and infestations 
Eye disorders  2 
Gastrointestinal disorders 2 
General disorders and administration site conditions 3 
Metabolism and nutrition disorders  2 
Neoplasms benign, malignant and unspecified 
Endocrine disorders 1 
Pregnancy, puerperium and perinatal conditions 1 

 122 38 

5 12

13

1 8

100 5 6
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1

2

3

drugs of 
choice

100 9 28
1001403071

100

160
76.2%

77
48.1%

http://www.tdrf.org.tw
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32 2
02 2358-7343 02 2396-0100
02 2358-4100

http://www.tdrf.org.tw  http://adr.doh.gov.tw  

1.
 2003 1

8-11
2. 92

 2004 6 16-19
3. 93

 2005 9 20-24
4. 94

 2006 13 22-28
5. 95

 2007 17 21-28
6. 96

 2008 21 20-28
7. 97

 2009 25 17-28
8. 98

 2010 29 17-28
9. 99

 2011 33 18-28


