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Framework

< Communication strategy drawn up in March 2013

e Desired outcome: EU citizens receive a clear, consistent and coordinated
message about what the black symbol means

» Aimed at patients and healthcare professionals; limited resources
e Approach:

— Involve EMA, Member States, Commission, patient and healthcare-
professional organisations

— Co-ordinate messages, expand outreach

O First main step: public-friendly webpage launched in April 2013
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15t October 2013 campaign

Further information material published:
e Fact sheet

» Video

e Web campaign banner

+ Press release

0 Sent in advance to MS and stakeholders in all EU languages.

0 Key EMA objective: partner organisations to launch their own
campaigns.
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Factsheet

« All EU languages

- Easily printable (1 A4 sheet; light design) black triangle

e Based on already published information

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

These medicines have 3 black inverted triangle displayed in their package leaflat,
togather with a short sentance explaining what it means:

W this medi

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

al product is subject to additional monitaring.

The black triangle 1s an easy way to dentify a medwane under additional monitoring. It
means that the medscine s being mondtored even more dosely than others.

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

It does not mean that the medicine s unsafe.

You should repart any suspected side effects with a medicine you are tak
if it displays the black triangle.

. particularly

I you get any side effects, talk to your dectoen, pharmacist or nurse,
¥ou can also report side effects directly via the national rporting SYSTAM in your country.
tnformation on how to do this is included in every medicine's package leaflet.

By reporting side offects, you can help provide mors infarmation on the safety of your
madicine.

Madicines requlators laok at reports of side affects alangside the axisting information on
wach medicine. They manitor all of thesa data to make sure the benafits of medicines
reman greater than thesr nisks.
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Video

Under 3 minutes
Stock shots with narration + interviews
All EU languages (audio in FR, DE, ES and IT; others in subtitles)
Focused on black symbol, real-life situations, what to do
O Tube
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Additional monitoring - information materials [ Email () print (@) Help [ share

Transparency

You can download our information materials on additional monitoring from this page. They are available in all official
European Union (EU) languages.

Video

Releasing dlinical-trial

MEDICINES HEALTH gata

Antimicrobial resistance

Safety monitoring of

Regulatory Special topil uEElEhE

2010 pharmacovigilance

} Home P News and Even legistation

¥ Medicines under
additional monitoring

European M
explaining 1
additional r

» Information materials
Medication errors

Combined hormonal
contraceptives

Press release Medicines for children

Clinical trials
01/10/2013

. Medicines for rare
European Medi jenzes

concept of me«

Advanced therapies
i English (with subtitles in all official EU languages) &

A black triangle wil
encourage reporti

The European Medic
European Union (FU
is now starting to a
the EU. The black tr
of medicines under
European pharmaco:

Medicines under adc
European regulatory
professionals, callec
inverted black triang

W This medici

Falsified medicines

Medicines for older
people

Generic medicines
Biosimilar medicines

Medicines and
emerging science

Supporting research

Pandemic influenza

iological and chemical

To view subtitles, click on 'captions’ at the foot of the viewing
pane and select your language. You can also turn subtitles on
and off and change the way they appear.

espafiol g

Deutsch &

francais a

. A
italiano ®

<iframe width="420" height="315"
src="//www.youtube.com/embed/qzM4NKPoovM?rel=0"
frameborder="0" allowfullscreen="allowfullscreen"></iframe>

<iframe width="420" height="315"
src="//www.youtube.com/embed/wlcOZ7eHuQI?rel=0"
frameborder="0" allowfullscreen="allowfullscreen"></iframe>

<iframe width="420" height="315"
src="//www.youtube.com/embed/2dPGLjiK8d0?rel=0"
frameborder="0" allowfullscreen="allowfullscreen"></iframe>

<iframe width="420" height="315"
src="//www.youtube.com/embed/7ZpSorhErss?rel=0"
frameborder="0" allowfullscreen="allowfullscreen"></iframe >

<iframe width="420" height="315"
src="7//www.youtube.com/embed/1eR1ZpEljmQ?re/=0"
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Follow up survey

e Survey of Member States and all eligible PCOs & HCPOs
e 8-questions on SurveyMonkey
e Open from 23-30 October

e Feedback on:

 Overall campaign uptake;
« Communication channels used by partner organisations;

e Our working processes;

* Quality of EMA materials.
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Member States

27 responses to survey
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Q1: Did you carry out any communication relating to
the black triangle after 1 October 20137

25
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Q2: Please comment on why you did not
communicate.

\ Not necessary (e.g.
information on the black

Other (please specify), triangle already published),
33.3% 33.3%

Resource constraints,
33.3%
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Q3: What communication channels did you use?

Social media

MNewsletter

Media activities

Other (please specify),
or any comments

Mailing (e.g. to members,
associations for
patients/healthcare profes. ..

10
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Q5: What did you do with the materials provided by
the EMA?

We provided a link
tothe EMA website

We used the video

We used the factsheet

We used the
campaign banner

Other (please specify)

Mothing. we did
not use them

11
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Q7: Do you think a similar approach could be used for
future information campaigns?




H BN opBn xprion gappakwv

Tpogipa-Brokrova Emikonvwvia

Opyaviopog AvBpwmiva KTnviarpika KoaAAuvTikda larpoTexvohoyika

£ PAPUAKOETTaypUTTVNON TIPOIOVTWYV avBpwImivne XpAong ¢ Emarpoen

O EvpwTtrdikég Opyaviouos PapudkwyVv Bnuooielel Eva BivTED yid QEPUOKO UTTO CUUTTANpW HATIKA TrapakoAouBnon

O EvpwTtrdikég Opyovioudc Papudkwyv Bnuooielsl éva BivTeo TTou eEnyEei TNV EVVOIQ TWV QOPMAKWYV UTTO TUMTTANpLHOTIKA TTapakohoubnon.

‘Eva podpo oUpBodo (oveaTpoupévo poupo Tpiywvo) Ba apyioel va eg@avifetal o TTANPOQ@OPIES YIo TO QAPHOK TTOUV TEAOUV UTTO TUUTTANPWKCTIKS TTapaKoAoUBnon autd To
@BvaTTW PO Yo TNV TTpowBnan g avagopds eikaldpevuvimBovohoyolpevioy ovemBOUNTWY EVEPYEILIV.

O Eupwtraikég Opyowviauds Pappdkwy dnuogisuae amnv 1n OxkTwBpiou 2013 éva Bivieo kol £va evnuepwTike uUAAGBIo os dAeg Tig emmionues yMwooes g EupwTtoikig
‘Evwong ( EE ), eEnywvTag T onpogic Tou godpou TRIYWYou, N oTToio £Xel apxioel vo eg@avifeTal oTig TTANPo@opieg TOU TTPOIGVTOG OPITHEVWY EYKEKPILEVWY QOpUAKWY aTnv
Eupwrtroikr Evwor. To palpo Tpiywvo £xel eigayBel TTpdogpora otnv EE, oTo TTAdigio g Evvoids TwY @UpPAaKWY UTTO TUPTTANPWUCTIKA TTapaKoAoU8nan kol arroTehel
onUoVTIKG TTapadoTéo TNg vEOS EUpWITOIKAG vopoBeaiog yio TN @opuaKoeTTaypdTIVvig -

To @pdppoko UTTe cupmTAnpuwpomkn TTapakoholfnan Ba mapakoiouBolvTon pe 181aimepn TTpogoxr] ortd TIC eUpwTTAiKES puBuioTikég apyxéc. To @UAo odnyiwv yia To XpAaoTn
(POX) Toug Kai 0l TTANPO@OPIEG YO TOUG ETTAYYEAJOTIES Uyeidg, TTou ovopdovranl MepiAnwn Twy XapakmpioTikwy Tou MNpoiévtog (MXM), Ba Tpétrel va epgavidouy éva
OVEOTPOPPEVO I000KeMEG polpo Tpiywvo padi ge pia gdviopn @pdaorn Trou Bo Aéer -

¥ To qdppoko outd TeAel UTTO CULTTANPWHCTIKS TTaporKoholBnon .

To podpo ogugBoho (uodpo Tpivwvo) Ba apyioe! va egpavifeTon oTIC TTANPO@OPIEC TTRPOIOVTOL TWV @OPUGKWY TTOU UTTOKEINTOI 08 TUUTTANpWUCTIKA TTapakoAolBnon 6Ao Kal
TIEPITTOTEPD KOTA T BIGPKEIC TWV ETTOPEVWV JNVWY, KaBwg Kol oTo £vTutto Ul odnyiwy yia To Xpromn (POX) TTou cuvodelel To QOPUOKO.

Oha Ta pdppaka otnv ayopd ¢ EE TTopokohouBolvTol TTpooekTikd. Edv Evo @pdppoko TTou £Xel AABEl TN ofPavaon JE To OvECTRPOPPEVO palpo Tpiywva, auTtd Bev anuaivel 6T
givon eTmikiviuvo. O okoTrdg Tou gupBohou eivan va evBopplvel evepyd Toug eTTayyeAuOTieg uyeiog Kol Toug agBeveic va ovapépouv oTTolecdnTToTe ekaldpeves oveTniBOpNTEG
EVEPYEIEG TTOU TTapaTnpriBnkav pe To @dppako, eite eTTe1d To @dppoko eival vEo aTnv oyopd f eTTeId uTTdpy el KATTOI0E TTEPIOPITUAC OYETIKG PE TNV ag@AaAgio TOU oUP@WVO e
Tol DIBEaipa aoToIKEia.

O puBpIoTIKEG TpXEG TUMEYOUY TuvEXWG TTANPOPOopPIeEg yia va TTapakoAouBolv TNV TTROYUOTIKT EPTTEIpic WE Ta @dppaka. H ovapopd ekalopevwy oveTTIBUPNTWY EVEPYEILV
givon Evog onuonTIKOS TpoTTog yio va guykevTpwBolv TTEpIoTOTEPES TTANPOQOpIEG OXENIKG U TO QApUCK OTNV ayopd. Ze &va TTpOyUOTKG TrNvIKG, OTTou Wid geyahdTEpn Kol
o diapopoTTonuévn opdda Twy aobeviuv XpnaIuoTTooly T @dpucaKka, urtopei va TTapornpnBolv MyéTepo cuxvec aveTnBuunteg evépyeleg. O1 puBuomkec apxéc eEeTalouv
6heg TIg avanpopég aveTBOPNTWY evepyeiwy, Jadi e 0heg Tig TTANpo@opisg TTou R8N £xouv, yia va BeRBoiwBolv 6T Ta 0@EAN TwV QopPdKwy e§orkohouBolv va uTTEpTEPOUV TWV
KivOUvwy Toug Ko AapBdvouy oha To aTTopaimra hETpa yia T BeAnoToTroinon g ao@ahols Kol OTTOTEAETHOTIKIG XProng.

H kordoTaon cupmthnpupcomkrc TTapakoholBnong oe éva @AdpuokKo e@appoleTon TTONT OTIG aKOAOUBES TTERITITWCTEIG:

*  OTOV TO (pApUaKo TTeEpIEXE! vEO BpaoTiKr oudia n ottoia EAaPBe ddeia Kukhogopiac otnv EE petd v 1n lavouapiou 2011

« oTav gival £va BroAoyikd @dppako, 6TTwg Eva egBoMo A Evo QApUoKo TTou TTPoEPXETC aTTd To TTAGOPO (aiparog) , To oTToio EAoBe ddeio Kukhopopiog ornv EE petd v 1n
lovouapiou 2011

« arav £yel dobei éykpion umd dpoug (conditional approval) (6TTou n eTonpeio TTou £yl BEoe To @ApUOKo OF KUKAo@opia oTnv ayopd TTPETTEl v TTApATYE TIEPITTOTERT

aranceirian oAl A Sver ewrealei tnmr eFrnneTir & Trenummr ivrers faveantinnal circnmnctancac FATAL LITTA Ac A e s iSrnn KAuA uier Tea e ATTRiA e n eTenn g iol Beas 1T os i ol - ee e
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PCOs and HCPOs

26 responses (out of 58 EU organisations)
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Q1: Did you carry out any communication relating to
the black triangle after 1 October 20137
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Q2: Please comment on why you did not
communicate.

Other,
17%

We will
communicate in the
future,
42%
Resource
constraints,
25%

ot necessary (e.g.

The EMA materials information on the
were of poor black triangle
quality, already published),

16 8% 8%
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Q3: What communication channels did you use?

Mailing (e.g. to members,
associations for
patients/healthcare profes. ..

Mewsletter

Social media

(Other (please specify).
orany comments

Media activities

17
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Q5: What did you do with the materials provided by
the EMA?

We provided a link
tothe EMA website

789%

We used the video

We used the factsheet

Other (please specify) 36%

We used the
campaign banner

Nothing, we did_|
not use them
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Q7: Do you think a similar approach could be used for
future information campaigns?

19
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Open feedback

Member States

« Overall feedback very positive on materials, including messaging, format and level of
detail.

« Some issues with quality of translations (MS were involved in proofreading) and time
available.

« Some felt subtitling is not enough.

« Some felt expectations for a campaign were too high: too early to campaign.
PCO & HCPO

« Overall feedback very positive.

 Very short documents needed for healthcare professionals.

« Some highlighted limited resources, lack of time, prioritisation.

« Important to provide materials in a way that can easily be built into own communication
plans; information takes time to reach entire network through various channels.

21
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EMA statistics

EMA website

e Press release: >10,300 views in Oct 2013.

» Among top 5 news items in Oct, but not unusually high.

e Factsheet in EN: >4,600 views.

» Translations: only IT had >1,000 views.

e Webpage: >10,000 views in Oct 2013.

» Same page had —6,000 in month following publication in April 2013.

YouTube

e Main video in EN + subtitles: —7,000 views in Oct

> IT — 1000; ES —800; DE —450; FR —300 views

22
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EMA statistics

Twitter

e 66 clicks from our Twitter link to the EMA website
e EMA’s tweets in Oct 2013 re-tweeted 106 times

e Several organisations tweeted about our announcement, including EPHA,
EACPT, ECPC, EPF

Media
e 34 articles identified by EMA media monitoring; plus feedback from NCAs
e Mainly in specialised online media

e Some mainstream national media

23
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Conclusions

e Information on EMA, EC and NCA websites

e Used by several patient and healthcare-professional organisations
e Basis for future communications if and when required

e Consistent messages disseminated by range of actors

e Some significant media coverage seen

e Interest from some national professional associations

25
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Conclusions

e We had realistic objectives:

o No single launch date
o Very few patients have encountered the black triangle yet

o Aiming to reduce risk of uncertainty by avoiding information gap: not a
maximum awareness-raising campaign

« Key objective: 80% of NCAs and eligible organisations launch
campaigns aimed at patients and healthcare professionals by March

2014.

e Audience impact: too early to evaluate now; possibly in spring 2014
with support of network.

26
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Conclusions

e Processes:

o Good cooperation between partners involved

o0 Need to ensure enough time for linguistic review by MS and general
preparation

o Materials seemed flexible enough to be used as finished products or locally
adapted

e Encourages repetition in future

e Any further feedback welcome on ongoing basis

27
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Thank you
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