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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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Monthly lists of letters. for In 1995, the Committee on Safety of Medicines (CSM) considered new evidence that the risk of venous
* healthcare professionals on thromboembolism (WVTE) was greater in women taking combined oral contraceptives (COCs) containing

the safety of medicines desogestrel or gestodene (third generation oral contraceptives). The CSM at that time advised that COCs

containing desogestrel and gestodene should not be used by women with risk factors for VTE and that they

UK Public Assessment Reports  should only be prescribed for women who were prepared to accept an increased risk of VTE and who were
on drug safety intolerant of other COCs.
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I And maybe the most important here:
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http://www.ema.europa.eu/docs/en_GB/document_library/Report/2011/05/WC500106708.pdf

ANSM- PRAC- CMDh- EC ?7?

A CMDh in line with PRAC, but
presented as the opinion of
anot her Abodyo
organisation that gathers
national competent authorities

http://www.lemonde.fr/sante/article/2013/05/30/diane35-reste-autoriseeen-europe-saufen-france_3421293 1651302.html
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L'Agence européenne du médicament (EMA) s'était déja prononcée contre l'arrét
de la commercialisation de Diane 35. Un avis suivi, jeudi 30 mai, par l'organisme
européen regroupant les agences nationales du médicament des différents pays
européens, le CMDH, qui a émis, a I'unanimité moins une voix — celle de la France
—, un avis favorable au maintien sur le marché du traitement antiacnéique du
laboratoire Bayer.

A la fin de janvier, alors que les dangers des pilules de 3¢ et de 4¢ génération
étaient révélés, I'Agence nationale de sécurité du médicament et des produits de
santé (ANSM) avait décidé de suspendre la commercialisation de ce médicament.
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Impact of controversy on prescriptions:
prescribers did not wait for the EU response to change practices

Evolution récente de l'utilisation des COC
Décembre 2012 - Mai 2013

COC 3¢me et 4¢me générations

0 Comparatif hebdomadaire dec 2011- mai 2012 vs dec 2012- mai 2013

Données Celtipharm

500 | I~ 7\

201112
400

200 4 2012/13

Nombre de plaquettes vendues (milliers)

200

(
T T T T T T T T T T T T T T T T T T T T T T T .
c.  08janv. 22janv. 05-févr. 19-févr. D4-mars 18-mars  Ol-avr.  15-avr.  29-avr 13-mai 27-mai ,/ \.

Agence nationale de sécurité du médicament et des produits de santé 2

But why not to usethis source of information todetect potential issues?
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French regulatory agency (ANSM) call for

projects to

E Objectives :
To facilitate patient reporting

patient so

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

g

products
E In2012:
39 projects received, 38 eligible
9 selected. Total grants: 260 000 euros
E In2013:
38 projects received, 36 eligible
10 selected. Total grants: 230 500 euros
E In2014:
23 projects received, 22 eligible
7 sel ected: “Tot al
E In2015:
E 17 projects received.15 eligible
E 6selected. Tot al gr amts:

32 organisations involved
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What else can we think of?

A Graphic visualisation of benefit/risks
Afital king pointso for healthec
A Two-way communication +/- social media

AContact person for phar macov
organisations, and a directory

A Focus groups / interviews to see if patients understood
the safety information and act accordingly or to
understand why not the case

I Understandability of the document
I Impact on patient knowledge
I Changes in behaviours
A Patients and their organisations, but the public at large?
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Web-RADR app: 2-way communication

A Key features of the mobile app

A Read generic safety news directly

from NCA
ws tailored to Watch List

Mphs of ADRs submitted to

the NCA for any product
A Submit an ADR report to an NCA
A View a summary of submitted reports
A Save an ADR report to submit later
A Save a product to Watch List
A Coming soon: in-app notifications
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