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A recent referral and controversy 
See also http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/05/WC500106708.pdf (PhVWP 2011)
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Å Hormonal contraceptive and venous thromboembolism

ï08/02/2013: Diane 35 suspended for 3 months in France

ï17/05/2013: PRAC opinion

ï30/05/2013: CMDh opinion

ï31/07/2013: European Commission decision

ï01/01/2014: Diane 35 reintroduced

Å Lessons:

ïPromotional aspect of terms such as ñnew generation productò

ïThe role of European scientific committees more prominent in 

press and undisputed!

ïRegulatory information not considered by prescribers: testers? 

Monitoring of drug utilisation?

ïAnd maybe the most important here: 

2

http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/05/WC500106708.pdf
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ANSMPRAC CMDhEC ???

ÅCMDh in line with PRAC, but 

presented as the opinion of 

another ñbodyò, here an 

organisation that gathers 

national competent authorities
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http://www.lemonde.fr/sante/article/2013/05/30/diane-35-reste-autorisee-en-europe-sauf-en-france_3421293_1651302.html
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Impact of controversy on prescriptions: 
prescribers did not wait for the EU response to change practices

4

But why not to use this source of information to detect potential issues? 
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French regulatory agency (ANSM) call for 
projects to patientsô organisations
É Objectives : 

¸ To facilitate patient reporting

¸ To stimulate and support initiatives aiming at reducing the risks related to health 

products

É In 2012 : 

¸ 39 projects received, 38 eligible

¸ 9 selected. Total grants: 260 000 euros 

É In 2013 :

¸ 38 projects received, 36 eligible

¸ 10 selected. Total grants: 230 500 euros 

É In 2014 : 

¸ 23 projects received, 22 eligible

¸ 7 selected. Total grants: 165 300 ú

É In 2015:

É 17 projects received.15 eligible

É 6 selected. Total grants: 149 110 ú

32 organisations involved
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Å Analysis of discussions on treatments 
among patients with kidney disease, 
dialysis or transplant, Renalooforum and 
other social networks (35 лллϵύ

Å "All knowledgeable = All responsible = All 
vigilant?" - Restart Association (19 лллϵύ

Å "The Hépatanteplatform" Internet 
platform with resources and support HCV 
treatment - SOS hepatitis (40 лллϵύ

Å Provide families with clear and 
appropriate information on medicines via 
the website - Sparadrap(25 лллϵύ

Å Establishment of a European pediatric 
emergency card for children with  
adrenal insufficiency -όт тллϵύ

Å Information on hydrocephalus ςTête en
ƭΩ!ƛǊ(22 пмлϵύ
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What else can we think of?
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ÅGraphic visualisation of benefit/risks

Åñtalking pointsò for healthcare professionals

ÅTwo-way communication +/- social media

ÅContact person for pharmacovigilance in patientsô 

organisations, and a directory

ÅFocus groups / interviews to see if patients understood 

the safety information and act accordingly or to 

understand why not the case

ïUnderstandability of the document

ïImpact on patient knowledge

ïChanges in behaviours

ÅPatients and their organisations, but the public at large?
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Web-RADR app: 2-way communication

Å Read generic safety news directly 

from NCA

Å Read news tailored to Watch List 

Å View graphs of ADRs submitted to 

the NCA for any product

Å Submit an ADR report to an NCA

ÅView a summary of submitted reports

ÅSave an ADR report to submit later

ÅSave a product to Watch List

ÅComing soon: in-app notifications

Å Key features of the mobile app


