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European database of suspected COnESCES [ FAG | Slassany
adverse drug reaction reports

Home About Understanding reports Search Medicine safety

Online access to suspected side-effect reports

On this website you can view data on Search for a report

suspected side-effects also known as ey
suspected adverse drug reactions for authorised
medicines in the European Economic Area {(EEA). Search here for suspected

adverse drug reaction reports
This data is presented in a format called a web

report. Currently the data only relates to
medicines approved through the centralised
authorisation procedure.

News Key information
o Y ©
4 The information on this website relates to suspected side effects, i.e. medical events that
have been observed following the use of a medicine, but which are not necessarily related to
or caused by the medicine.

Information on suspected side effects should not be interpreted as meaning that the
medicine or the active substance causes the observed effect or is unsafe to use. Only a
detailed evaluation and scientific assessment of all available data allows for robust conclusions
to be drawn on the benefits and risks of a medicine.

More news... -

U How to report a side-effect

A The European Medicines Agency publishes this data so that its stakeholders, including the
general public, can access information that European regulatory authorities use to review the
safety of a medicine or active substance. Transparency is a key guiding principle of the
Agency.
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I! Number of Individual Cases | Number of Individual Cases by Reaction Groups | Number of Individual Cases for a selected Reaction Group | Number of Individual Cases for a selected Reaction | |
The number of individual cases identified in EudraVigilance for
( CAP \is7,317 (up to Apr 2012)
Number of individual cases by Age Group ) h
Cases Y% Mot Specified
Mot Specified 1,383 18.9 0-1 Manth
0-1 Month 2 0.0 2 Months - 2 Years
2 Months - 2 Years 5 0.1 3-11 Years
3-11 Years 0 0.0 12-17 Years
12-17 Years 1 0.0 18-64 Years 3,334
18-64 Years 3,334 45.6 65-85 Years
55-85 Years 2,515 24.4 More than 85 Years
Mare than 85 Years 77 1.1 o 500 1,000 1,500 2,000 2,500 3,000 3,5
Total 7.317 100.0 Number of individual cases
A .
L y
Number of individual cases by Sex ) h
Cases Yo
Fernale
Female 4,441 60.7
Male
Male 2,489 34.0
Not Specified
Not Specified 387 5.3
0 500 1,000 1,500 2,000 2,500 3,000 3,500 4,000 4,5
Total 7,317 100.0 Number of individual cases
L S
Number of individual cases by Geographic Origin (EEA/Non-EEA) ) R
Cases % )
European Economic Area 3,132
European Economic Area 3,132 42.8
Non European Economic Area 41
Non European Economic Area 4,177 57.1
Not Specified | 8
Not Specified 8 0.1
0 1,000 2,000 3,000 4,000
Total 7,317 100.0 Number of individual cases
L v,
For the interpretation of the results, please refer to the key considerations at www.adrreports.eu y
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@@D@| ‘ |@@|E Tools

L. | Number of Individual Cases | Number of Individual Cases by Reaction Groups | Number of Individual Cases for a selected Reaction Group | Number of Individual Cases for a selected Reaction |

Sign

Choose how you want to see the number of individual cases identified in EudraVigilance for
XELODA (up to Apr 2012)

| By Age Group By Sex I By Reporter Group | By Geographic Origin |

Blood and lymphatic system disorders

Cardiac disorders

Congenital, familial and genetic disorders

Ear and labyrinth disorders

Endocrine disorders

Eye disorders

Gastrointestinal disorders

General disorders and administration site conditions

Hepatobiliary disorders

Immune system disorders

Infections and infestations

Injury, poisoning and procedural complications
Investigations

Metabolism and nutrition disorders
Musculoskeletal and connective tissue disorders

Meeoplasms benign, malignant and unspecified (incl cysts and palyps)

Reaction Groups

MNervous system disorders
Pregnancy, puerperium and perinatal conditions
Psychiatric disorders

Renal and urinary disorders

Reproductive system and breast disorders
Respiratory, thoracic and mediastinal disorders
Skin and subcutansous tissue disorders

Social circumstances

Surgical and medical procedures

Wascular disorders

a 400 200 1,200 1,600 2,000 2400 2,800
Number of individual cases

B Female® Male@ Not Specified

Far the interpretation of the results, please refer to the key considerations at www.adrreparts.eu y
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Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for
XELODA (up to Sep 2012)
" N
Reaction Groups ) Number of individual cases by Age Group & Sex, Reporter Group and Qutcome )
_ Gastrointestinal disorders v Not Specified
0-1 Month
Reported Suspected Reaction ) i 2 Months - 2 Years
ol
= 3-11 Years
e i - =
Colitis erosive = ] 12-17 Years
g 3 1]
Colitis ischaemic e 18-64 Years
Colitis ulcerative % 655-85 Years
Colonic obstruction Maore than 85 Years
Colonic pseudo-obstruction i 0 2 4 6 8 1
Constipation Number of individual cases
Crohn's disease B Female @ Malem@ Not Specified
Defaecation urgency
Dental caries g Healthcare Professional
Diaphragmatic hernia & )
: 5 Non Healthcare Professional
Diarrhoea £
2 h
Diarrhoea haemorrhagic & Not Specified
Disbacteriosis 0 2 4 6 8 1
Diverticulum Number of individual cases
ry mouth
- i Fatal
Duodenal perforation
. Not recovered/Mot resolved
Duodenal stenosis g Not Specified
Duodenal ulcer E Recovered/Resoled
Duodenal ulcer haemorrhage & Recovered/Resolved with sequelae
Duodenal ulcer perforation Recovering/Resoling
Unknown
Duodenitis
Dyschezi 0 2 4 5
schezia
¥ P | Number of individual cases
Dyspepsia L7 | < >
For the interpretation of the results, please refer to the key considerations at www.adrreports.eu y
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Organisations using web site (based on queries about website) —

Promote use also by Patients and Consumers

m Consulting company

B Health Care professional
= MAH

B Regulatory Authority

m Research organisation

® University
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