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Framework for campaign

e Developed by European Medicines Agency with close involvement of Member
States and Commission

e Ultimate target audiences: patients and healthcare professionals

e Limited resources

e Close involvement of patient and healthcare-professional organisations:

- Input on strategy and messages; support campaign (multipliers)

Main aims:
— Publish clear information at relevant milestones

— Provide materials in all European Union (EU) and Economic Area (EEA) languages, for
use at national level

- Co-ordinate messages, expand outreach
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Main actions - April 2013

First publication of list:

Public-friendly web page launched, in all official EU languages
Press release

Materials shared in advance with Member States and European Commission
(including translations)

Also provided to patient and healthcare-professional organisations
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An agency of the European Union
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Releasing clinical-trial The European Union (EU) has introduced a new process to label medicines that are being monitored particularly dosely by
data regulatory authorities. These medicines are described as being under 'additional monitoring'.

Antimicrobial Medicines under additional monitoring have a black inverted triangle displayed in their package leaflet and in the information for
resistance healthcare professionals called the summary of product characteristics, together with a short sentence explaining what the

triangle means:

Safety monitoring of

medicines v This 1 _is subject to additional monitoring.

2010 The black triangle will be used in all EU Member States to identify medicines under additional monitoring. It will start appearing
pharmacovigilance in the package leaflets of the medicines concerned from the autumn of 2013. It will not appear on the outer packaging or
legislation labelling of medicines.

Medicines under
additional monitoring

What does the black triangle mean?

All medicines are carefully monitored after they are placed on the EU market. If a medicine is labelled with the black triangle, this

Medication errors means that it is being monitored even more intensively than other medicines. This is generally because there is less
. ] information available on it than on other medicines, for example because it is new to the market or there is limited data on its
Medicines for children long-term use. It does not mean that the medicine is unsafe.
Clinical trials Additional monitoring status is always applied to a medicine in the following cases:
Medicines for rare } it contains a new a substance authorised in the EU after 1 January 2011;

diseases ) it is a hiological medicine, such as a vaccine or a medicine derived from plasma (blood), for which there is limited post-

marketing experience;
Advanced therapies

} it has been given a conditional approval (where the company that markets the medicine must provide more data about it) or
approved under exceptional circumstances (where there are specific reasons why the company cannot provide a comprehensive
set of data);

Falsified medicines
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Coordination and dissemination: results

1. Patient, consumer and healthcare-professional organisations

Feedback from 11 organisations:

e Information shared with members; published on websites; included in
newsletters

e Some tailoring of information to target audiences

Organisation Info to Newsletter Website Social media
members

BEUC X

EACPT X

EATG X

EFA X X X X

EFNA X X X

EPF X

EPHA X X

ESMO X X

Eurordis X X

PGEU X

IPOPI X
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Co-ordination and dissemination: results

2. Member States
Questionnaire in May + review of websites (>17 countries):

« Information published on national competent authority websites; timely;
national language

« Inclusion in newsletters, press releases, some social media

« Dissemination to national associations of patients, healthcare professionals

and industry

« Future communication foreseen
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Jaunumi

2013. gada 3. maijs

Lai veicinatu cilvékiem paredzéto zalu drosuma uzraudzibu visa Eiropa, ievies jaunu
simbolu - melnu, apgrieztu trisstari

Z3lu valsts adentira (turpmak ZVA) inform&, lai uzlabotu cilvEkiem paredzéto
zalu droguma uzraudzibu visd Eiropd, spéka ir stdjies Eiropas Komisijas [Emums
un grozijumi normativajos aktos, kas paredz ieviest jaunu simbolu z&lu
aprakstos un lietofanas instrukcijs. Jaunais simbols — melns apgriezts trisstiris
- no 2013.gada rudens tiks ieklauts to z3lu dokumentdcijs, kurdm tiek
piemérota papildu uzraudziba.

ZVA direktore [.Adoviéa nordda, ka .Eiropas Savienibas, tajd skaitd Latvijas,

iedzivotsjiem pieejamas redistrétas zales tiek pastavigi uzraudzitas. Tiek vErtSts to drofums ne
tikai pirms redistracijas, bet ari p&c redistricijas, kad tis nondk naciondld zalu tirgd. Ja zdles tiek
atzimétas ar melnu apgrieztu trisstdri, tas nenozim&, ka t3s ir nedrofas un t3s lietet nav
ieteicams. Simbols liecina, ka ir paredzéta papildus uzraudziba, proti, wvajadziga papildus
informacija no lietofanas gadijumiem, kuru farmacijas uznémumiem jdanalizé un jdsniedz
izvErtEsanai”.
Lai nodrogindtu veselibas apripes specidlistu un pacientu inform&tibu par zalém, kurdm ir noteikta
papildu uzraudziba, Eircpas Z&lu agentira (turpmak EMA) ir izveidojusi z3lu sarakstu, kurd
min&tajam zalém lietosanas instrukeijd un z3lu aprakstd ir ieklauts melns apgriezts trisstiiris un
uzraksts ,5Tm z3lém tiek piemé&rota papildu uzraudziba”.

Zales sarakstd var tik igklautas pirms to redistréZanas vai arf citd laika, ja tiek sapemti signali par
£o zdlu pastiprindtas uzraudzibas nepieciefamibu. LEmumu par papildu uzraudzibu piepem EMA
Farmakovigilances riska v&rté2anas komiteja (PRAC). Papildu uzraudziba z3lEm wienmér tiek
piemérota £5dos gadijumos:

1. zdles satur jaunu aktivo vielu, kas Eiropas Savieniba redistréta pSc 2011. gada 1.janvara;

2. biologiskas izcelsmes zales, kas redistrétas péc 2011. gada 1. janvara un kuru lietofanas
pieredze péc pieejamibas nodrodindfanas pacientiem ir ierobeZota;

3. zdles redistrétas ar nosacijumiem (zalu izmantofanas laika z3lu registracijas apliecibas
ipagniekam ir jaiesniedz papildu dati par z3l&m) vai arf zdles ir redistrétas iznémuma kartd
(ir objektivi iemesli, kid&| nav iesp&jams iesniegt visus nepieciefamos datus);

4. z3|u redistricijas apliecibas Tpagniekam ir javeic papildu p&tijumi, piem&ram, lai sniegtu
papildu datus par z&)u ilgstogu lietoZanu vai par retdm z&lu blakném, kas novérotas kiinisko
b ST

Zino par blakném

Publiskais novért&juma

zinojums (PNZ)
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Our initial statistics in April

e Low media and stakeholder response:

« 3 minor enquiries
« Some online articles, all in industry-facing media

« Stakeholder organisations did not report a high level of attention from members

e But web traffic high:

« List: among top 1% documents viewed in April/May

« Public-friendly page: among top 3% pages viewed in April/May
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EU Regulators: Over 100 Drugs Will Receive
‘Black Triangle’

I most popular this month
Posted by Ben Steele on Apr 26, 2013

» 87% of Oncologists Consider ‘Real World’

Evidence when Recommending Treatment
The European Medicines Agency (EMA) has released

its list of drugs that are required to include the ‘black
triangle’ symbol in their package inserts.

» Bio Boy! Developing Markets to See Surge in
Biosimilar Drug Growth

» Pharma Crisis? Improving Adherence Could

The symbol means that the medications are under ‘additional Save You Billions!

monitoring’ by regulatory authorities, and is meant to
encourage doctors and patients to report in any side effects

» Not All Companies on Board with ‘Outcomes

; Era’
from taking them.
= Printer-friendly version » The Three Components of a Successful Sale
As a result of new pharmacovigilance legislation in Europe, =4 Send to friend
over 100 products are being given the black triangle [ | -
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Main actions - August 2013

Medicines now labelled on our website

Kalydeco
ivacaftor (-4 Email (=) Print (@ Help [G§ Share
m i AUTHORISED
Zoledro « Previous tab Next tab = This medicine is rised
medac ) approved for use in
Product details the European Union
Fycomp Name Kalydeco rised

Kalydeco RSS feed

Agency product number EMEA/H/C/002494

Kalydeq ) Related information rised
Active substance ivacaftor
b Kalydeco: Paediatric investigation

Bretarid International non- plan

proprietary name (INN)  ivacaftor b Kalydeco: Orphan designation rised
or common name

Genuail

Therapeutic area Cystic Fibrosis
Eklira G rised

Anatomical therapeutic

. RO7AX02
chemical (ATC) code

Jentady Additional monitoring W This medicine is under additional monitoring. This rised
means that it is being monitored even more intensively
than-eth information, see

Folotyn medicines under additional monitoring. ed

Treatment of rare m This medicine has an "orphan designation” which means
diseases that it is used to treat life-threatening or chronically

10
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Main actions — coming on 1 October 2013

Black triangle entering into circulation, increasingly visible:
e Further information material to be published, can be used by all partners:

— ‘Fact sheet’ with 3 logos (European Commission, Heads of Medicines
Agencies and European Medicines Agency)

- Video
— Website banner

— Press release

e European Medicines Agency and European Commission will go public on 1
October.

— You are encouraged to do so as well

11
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Factsheet

e Consultation: European
Commission, Heads of Medicines black triangle
Agencies involved in preparation

The European Union (EU) has introduced a new way of labelling medicines
that are being monitored particularly closely.

These medicines have a black inverted triangle displayed in their package leaflet,
= together with a short sentence explaining what it means:

L A E U a I I g u a g es Vi Ice a I l I C a I I ‘W This medicinal product is subject to additional monitoring.

All medicines are carefully monitored after they are placed on the EU market

The black triangle is an easy way to identify 2 medicine under additional monitoring. It

N O rwe g I a n means that the medicine is being monitored even more closely than others.

This is generally because there is less information available on it than on other
medicines, for example because it is new.

It does not mean that the medicine is unsafe

e Easily printable

You should report any suspected side effects with a medicine you are taking, particularly
if it displays the black triangle.

If you get any side effects, talk to your doctor, pharmacist or nurse.
- You can also report side effects directly via the national reporting system in your country.
PY Ba se on alrea u ishe Information on how £ do this 15 included In avary madicing's package lasflet.
By reporting side effects, you can help provide more information on the safety of your
medicine

. . Medicines regulators look at reports of side effects alongside the existing information on
I n O rm a tl O n each medicine. They monitor all of these data to make sure the benefits of medicines

remain greater than their risks.

12




Video

13

Under 3 minutes

Stock shots with narration +
interviews

Audio in 5 languages

Subtitles in all EU languages,
Icelandic and Norwegian

Focused on black symbol, real-life
situations, what to do

Limited content on Agency and
committees

(01 Tube 8

&)
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Dissemination

e You will receive all materials in advance with a link to a ‘hidden’ webpage on
our website

e We aim to provide final materials on 27 September

e Further dissemination planned through Member States

Thank you
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