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Pharmacovigilance
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PRAC

1. Introduction
2. EU Referra procedures for safety reasons:

Urgent EU procedures
3. EU Referral procedures for safety reasons:

Other EU referral procedures
4. Signals assessment and prioritization

5. Risk Management Plans (RMPs)

6. Assessment of Periodic Safety Update Reports
(PSURs)

7. Post-authorisation Safety Studies (PASS)
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Share Referrals

Diclofenac-containing medicines [ Email () print @ Help

" Current status: This is a search on referrals for human medicines.
Under evaluation
Procedure
started =

A referral is a procedure used to resolve issues such as concerns over the saf
of medicines. The medicine, or the class of medicines, is ‘referred’ to the Eurof
recommendation for a harmonised position across the European Union.

Under
evaluation

More information on diclofenac-
containing medicines

For more information, see referral procedures.

: of diclof P Ai i started » Meeting highlights from the
Pharmacovigilance Risk
The European Medicines Agency has started a review of C i (PRAC) 29 Keyword search Browse by Article type
to assess their cardiovascular safety. -31 October 2012 (31/10/2012)
Diclofenac is a widely used non-selective non-steroidal anti-inflammatory drug (NSAID), |, ¢ - SesChTOr Iy
uropean Medicines Agency

a type of medicine used to relieve pain and inflammation. A recent review of scientific

studies by the Agency’s Committee for Medicinal Products for Human Use (CHMP) finalises review of recent published | [ Enter keywords
assessed the latest data on the risk of cardiovascular side effects (such as heart attack
or stroke) with non-selective NSAIDs. It concluded that the latest available data provide
further evidence on the known risk with these medicines. Overall, the studies
consistently indicate a small increase in risk with diclofenac compared with other non-
selective NSAIDs, similar to the risks of COX-2 inhibitors (another class of painkillers).

data on cardiovascular safety of o Approved Name
NSAIDs (19/10/2012) ot

PRAC
EMA  referral diclofenac
diclofenac
All documents

http://www.ema.europa.eu/ema/index jsp?curl=pages/medicines/human/referrals/Diclofenac-containing_medicines/human_referral pra
¢_000009.jsp&mid=WC0b01ac05805¢c516

Referral
http://www.ema.europa.eu/ema/index jsp?curl=pages/medicines/landing/referral_search.jsp&mid=WC0b01ac05805¢c516f

Contacts | FAQ | G

European database of suspected
adverse drug reaction reports  English (en) |~/

[Home  About  Understanding reports  Search  Medicine safety

Online access to suspected side-effect reports

On this website you can view data on suspected
side-effects also known as suspected adverse
drug reactions for authorised medicines in the
European Economic Area (EEA). Search here for suspected
adverse drug reaction reports

W5,y Search for a report

4
4 This data is presented in a format called a web

- report. Currently the data only relates to

medicines approved through thy Choose a Reaction Group and then a Reported Suspected Reaction to see the number of individual cases identified in EudraVigilance for
authorisation procedure. ABILIFY (up to Dec 2012)
Reaction Groups ) Number of individual cases by Age Group & Sex, Reporter Group and Outcome J

Nervous system disorders - Not Specified

News Key information 0-1 Month
® Y Reported Suspected Reaction D P

31/05/2012 European Medicines Agency A The information on thi: 3-11 Years

Age Group & Sex

boosts EU transparency with have been observed fol  Exaggerated startie response - 12-17 Years
online publication of suspected or caused by the me| —
side effect reports. 18-04 Yours
: Facial paresis 65-85 Years
4 Information on suspec{
More news... medicine or the active Facidl spasm More than 85 Years
detailed evaluation an Formication o 20 40 60 80 100 1
to be drawn on the bel ¢ ezi00 chenomenon Number of Indwdual cases
How to report a side-effect icind | 6714 mal convuision ® Femalem Malem Not Specfied
4 The European Medicins
general oublic, can acd  1Mednd
oSt mot dasY g Healthcare Professional
Guillain-8arre syndrome
s X Non Healthcare Professional
Haemorrhage intracranial J
Haemorrhagic stroke NogSpected
Head ttubation 0 20 40 60 8 100 120 140 160 1
Headache Number of indmidual cases
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Fatal [
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Not recovered/Not resolved
Hembpleg Not Specfied
Horner's syndrome - Recovered/Resolved
Hydrocephalus 2 Recovered/Resoived with sequebe
Hyperaesthesia Recoverng/Resoling
o Unknown
) 20 40 60 80 1
Number of ndmidual cases

2 EMA
EudraVigilance
http://www.adrreports.eu./EN/index.html
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(1-3.2) EudraVigilance
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ETASU REMS
ETASU
/

(2-1.3)REMS

2013 1

REMS 68 26 ETASU

14
REMS
REMS

Single Shared System REMS
5

5 2013 1
Single Shared System REM S

Extended-Release and Long-Acting (ER/LA) Opioid
Analgesics

Isotretinoin iPLEDGE

Mycophenolate

Transmucosal Immediate-Release Fentanyl (TIRF)
Products

Rosiglitazone

REMS Goal
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22 11
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21 10
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7 FAERAS

2009 4 6 FAERS
A. ‘ ’ B. C. D.
2010 2 2012 8
Bumetanide FDA 2010 1
‘Bumex’
—>
Cisplatin FDA
‘Platinol’ =
Deferasirox 2009 2010 1
‘Exjade’ FDA
=
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Imatinib mesylate FDA
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—
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C. 2008
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8 FAERS 2008 2011
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%
*d
*a *b *C *a *b
2008 63 100 9 14 4 6 8 31 49 117 40 63 20 32 35
2009 47 100 8 17 2 4 0 37 79 0 35 74 11 13 12
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2008 2011
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6 2008 2011 FAERS 208
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Deferasirox ‘Exjade’

2010 Trastuzumab ‘Herceptin’
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